SZUTEST

EC CERTIFICATE

AT SERTIFIKA

According to Annex I of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yénetmeligi Ek II'ye gére

Full Quality Assurance System
Tam Kalite Guvencesi

Certificate Number: 2195-MED-1418102

Sertifika Numarasi

Manufacturer: T-BIYOTEKNOLOJi LABORATUVAR ESTETIK MEDIKAL KOZMETIK SAN. VE
Uretici TIC. LTD. STI. :
Tahtali Mah. Degirmen Yolu (460) Sk. No:10 Nilufer, Bursa, TURKEY

Product(s): 1. Sterile Single Use PRP KIT
Urdin(ler) 2. Sterile Single Use PRP TUBES
3. Sterile Single Use PRX TUBES
4. Sterile Single Use Fat Processor
5. Sterile Single Use Hydrogel Wound Dressing
6. Sterile Single Use PRP Syringe
7. Sterile Single Use Syringe Accessories

Reference Report No:  MMO0566-P007-R01, MM0566-P007-R02, MM0566-P007-R03, MM0566-P009-R01,
Referans Rapor No MMO0566-P010-R01, MMO0566-P010-R02, MM0566-P011-R01, MM0566-P012-R01,
MMO0566-P014-R01, MM0566-P014-R02

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assurance system
according to Annex Ii (excluding section 4), Section 3 of the directive 93/42/EEC on medical devices. This quality assurance system
covers those aspects of manufacturing concerned with securing and maintaining safe conditions of the respective product(s) and conforms
to the provisions of this Directive. The approved quality system is subject to surveillance pursuant to Annex Il, Section 5 of Directive
93/42/EEC and unannounced audits.

Szutest must be informed of any significant changes in the design and/or construction of the product(s). For class | devices with
sterile conditions the quality management system evaluation is resiricted to the aspects of manufacture concerned with securing and
maintaining sterile conditions. For class | devices with measuring function the quality management system evaluation is restricted to the
aspects of manufacture concerned with the conformity of the devices with metrological requirements

»

2195 kimlik numarali Onaylanmig Kurulug Szutest, yukarida belirtilen treticinin 93/42/AT Tibbi Cihaz Yénetmeligi EK ll(madde 4
harig) madde 3'ine gére bir kalite yonetim sistemi uyguladigini, bu yénetim sisteminin yGnetmeligin sadece bahsi gecen Griiniin tretiminin
glvenlik kosullarim saglama ve devam ettirme ile ilgili gerekliliklerin kargiladigini beyan eder. Onaylanan bu kalite yénetim sistemi,
93/42/AT Tibbi Cihaz Yénetmeligi EK iI, Madde 5'e gére periyodik olarak gézetime ve habersiz saha denetimlerine tabidir,

Uretici, driinlerinin tasanminda ve yapisinda gerceklestirdigi 6nemli dedisiklikleri Szuteste bildirmek zorundadir. Steril
kondisyondaki siruf | driinfer igin kalite y6netim sistemi degerlendirmesi tretimin steril kondisyonun sadlanmasi ve korunmasi yla limitlidir.
Olgim fonksiyoniu sinif | triinler igin Kalite ySnetim sistemi degeriendirmesi (iretimin cihazlarin metrolojik sartlara uyumunu saglamasiyla

limitlidir.
This EC certificate is valid till 2024-04-25.
Bu AT Sertifikasi 2024-04-25 tarihine kadar gegerlidir.

Issue Date/Yayin Tarihi: 2014-06-30 Rukiye BALKAN
Revision No./ Revizycn No.: 07 Rev./Rev. Deputy General Manager
Revision Date/ Revizyon Tarihi: 2020-12-31 Genel Miiddr Yardimeist

SZUTEST UYGUNLUK DEGERLENDIRME A.S.
Tatlisu Mahalltesi, Akif inan Sk. No:1 Umraniye 34774 [STANBUL / TURKIYE

Szutest.com.tr




CERTIFICATE INFO AMENDMENT
SERTIFIKA BILGI DEGISIKLIGI

According to Article 120(3) of the Regulation (EU) 2017/745 on Medical Devices
(AB) 2017/745 Tibbi Cihazlar Yénetmeligi Madde 120(3)'ye gore

Effected Certificate Number(s): 2195-MED-1418102
Etkilenen Sertifika Numarasi(lari):

Manufacturer: T-BiYOTEKNOLOJi LABORATUVAR ESTETIK MEDIKAL
Uretici KOZMETIK SAN. VE TiC. LTD. STi.
Head Office/Merkez: Tahtali Mah. Degirmen Yolu (460) Sk.
No:10 Nilifer, Bursa, TURKEY
Production Site/: Dumlupinar Mah. Kuleli Cad. No:3,
Uretim Sahasi Niliifer, Bursa, TURKEY
Branch Office/Sube:  Ugevler Mah. Niltim 70 Sk. lbrahim Yazisi
Plaza-1 No:1/22D Nillifer, Bursa,
TURKEY

Product(s): No change
Urtin(ler) Degisiklik yok

Reference Report No: MMO0566-P012-R01, MM0566-P012-R02,MM0566-P012-R03
Referans Rapor No

Definition of the Change: Address addition. Production Site and Branch Office addresses
Degisikligin Tanimi have been added to the EC certificate
= Adres ekleme. Uretim Sahasi ve Sube adresleri EC sertifikasina eklenmigtir.

SZUTEST, Notified Body 2195, declares and the above mentioned manufacturer has initiated an insignificant change according
to Article 120(3) of (EU) 2017/745 and MDCG 2020-3 guidance and therefore the information on the effected 93/42/EEC certificate(s)
has been changed as described above.

This document is a confirmation for authorities and cannot be used as other purposes.

2195 kimiik numaral Onaylanmig Kurulus SZUTEST, yukanda belirtilen dreticinin (AB) 2017/745 Regllasyonu Madde 120(3)'e
ve MDCG 2020-3 rehber dokimanina gbre Gnemli olmayan bir degisiklik yudrattdgund ve bu sebeple etkilenen 93/42/AT
sertifika(lar)indaki bilgilerin yukaridaki gibi degistigini beyan eder.

Bu dokiiman yetkili otoriteler igin bir onay niteliginde olzf}mmpla kulianilamaz.
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Issue Date/Yayin Tarihi: 2023-06-06 Wy el ukiye BALKAN

Deputy General Manager
Genel Middr Yardimeisi

SZUTEST UYGUNLUK DEGERLENDIRME A.S.
Tatlisu Mahallest, Akif Inan Sk. No:1 Umraniye 34774 [STANBUL / TURKIYE

Szutest.com.tr




CERTIFICATE INFO AMENDMENT
SERTIFIKA BILGI DEGISIKLIGI

According to Article 120(3) of the Regulation (EU) 2017/745 on Medical Devices
(AB) 2017/745 Tibbi Cihazlar Yénetmeligi Madde 120(3)’ye gére

Effected Certificate Number(s): 2195-MED-1418102
Etkilenen Sertifika Numarasi(lari):

Manufacturer: T-BiYOTEKNOLOJi LABORATUVAR ESTETIK MEDIKAL
Uretici KOZMETIK SAN. VE TiC. LTD. STi.
Tahtali Mah. Degirmen Yolu (460) Sk. No:10 Nilufer, Bursa,
TURKEY

Product(s): 1. Sterile Single Use PRP KIT
Urdn(ter) 2. Sterile Single Use PRP TUBES
3. Sterile Single Use PRX TUBES
4. Sterile Single Use Fat Processor
5. Sterile Single Use PRP Syringe
6. Sterile Single Use Syringe Accessories

Reference Report No: MMO0566-P012-R01, MM0566-P012-R02
Referans Rapor No

Definition of the Change: Sterile Single Use Hydrogel Wound Dressing product has been
Degisikligin Tanimi suspended due to non-conformities related to surveillance
' audit.
Steril Tek Kullanimlik Hidrojel Yara Orttisii (iriinii gézetim denetiminde tespit
edilen uygunsuzluklara istinaden askiya alinmstir.

SZUTEST, Notified Body 2195, declares and the above mentioned manufacturer has initiated an insignificant change according
to Article 120(3) of (EU) 2017/745 and MDCG 2020-3 guidance and therefore the information on the effected 93/42/EEC certificate(s)

has been changed as described above.

This document is a confirmation for authorities and cannot be used as other purposes.

2195 kimlik numaral Onaylanmis Kurulus SZUTEST, yukarida belirtilen treticinin (AB) 2017/745 Regilasyonu Madde 120(3)’e
ve MDCG 2020-3 rehber dokimanina gére Onemli olmayan bir degisiklik ydrittdgini ve bu sebeple etkilenen 93/42/AT
sertifika(lar)indaki bilgilerin yukaridaki gibi degistigini beyan eder.

Bu dokiiman yetkili otoriteler igin bir onay niteliginde olup farkii bir amag:la kullanilamaz.

Issue Date/Yayin Tarihi: 2023-05-09 s, Rukiye BALKAN

Deputy General Manager
Genel Midiir Yardimeisi

SZUTEST UYGUNLUK DEGERLENDIRME AS.
Tatlisu Mahallesi, Akif inan Sk. No:1 Umraniye 34774 ISTANBUL / TURKIYE

Szutest.com.tr




CERTIFICATE INFO AMENDMENT
SERTIFIKA BILGI DEGISIKLIGI

According to Article 120(3) of the Regulation (EU) 2017/745 on Medical Devices
(AB) 2017/745 Tibbi Cihazlar Yénetmeligi Madde 120(3)’'ye gére

Effected Certificate Number(s): 2195-MED-1418102
Etkilenen Sertifika Numarasi(lari):

Manufacturer: T-BIYOTEKNOLOJI LABORATUVAR ESTETIK MEDIKAL
Uretici KOZMETIK SAN. VE TiC. LTD. STi. -
Head Office Tahtali Mah. Degirmen Yolu (460) Sk. No:10
/Merkez: Nillifer, Bursa, TURKEY
Production Site/:  Dumlupinar Mah. Kuleli Cad. No:3, Nilufer,
Uretim Sahasi Bursa, TURKEY
Branch Office Ugevler Mah. Niltim 70 Sk. Ibrahim Yazisi
/Sube: Plaza-1 No:1/22D Nilifer, Bursa, TURKEY

Product(s): 1. Sterile Single Use PRP KIT
Urdn(ler) 2. Sterile Single Use PRP TUBES
3. Sterile Single Use PRX TUBES
4. Sterile Single Use Fat Processor
5. Sterile Single Use Hydrogel Wound Dressing
6. Sterile Single Use PRP Syringe
7. Sterile Single Use Syringe Accessories

Reference Report No: MMO0566-P021-R01, MM0566-P021-R02, MM0566-P021-R03
Referans Rapor No

Definition of the Change: Sterile Single Use Hydrogel Wound Dressing product has been
Degisikligin Tanimi re-instated.
Steril Tek Kullanimlik Hidrojel Yara Orttisii Grinii askidan indirilmisgtir.

SZUTEST, Notified Body 2195, declares and the above mentioned manufacturer has initiated an insignificant change according

to Article 120(3) of (EU) 2017/745 and MDCG 2020-3 guidance and therefore the information on the effected 93/42/EEC certificate(s)
has been changed as described above.

This document is a confirmation for authorities and cannot be used as other purposes.

2195 kimlik numarali Onaylanmig Kurulug SZUTEST, yukarida belirtilen dreticinin (AB) 2017/745 Regiilasyonu Madde 120(3)'e
ve MDCG 2020-3 rehber dokiimarina gére Gnemli olmayan bir degisiklik ydrittaguniu ve bu sebeple etkilenen 93/42/AT
sertifika(lar)indaki bilgilerin yukaridaki gibi degistigini beyan eder. E
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Bu dokaman yetkili otoriteler igin bir onay niteliginde olup fa}iégcﬁ?r amagla I_guﬂbmlamaz.
- e .

Issue Date/Yayin Tarihi: 2024-02-01 W\ S # Ukiye BALKAN
R TI Deputy General Manager
Genel Miidiir Yardimcisi

SZUTEST UYGUNLUK DEGERLENDIRME AS.
Tatlisu Mahallesi, Akif inan Sk. No:1 Umraniye 34774 [STANBUL / TURKIYE

Szutest.com.tr




CERTIFICATE INFO AMENDMENT
SERTIFIKA BILGI DEGISIKLIGI

According to Article 120(3) of the Regulation (EU) 2017/745 on Medical Devices
(AB) 2017/745 Tibbi Cihazlar Yonetmeligi Madde 120(3)’ye gére

Effected Certificate Number(s): 2195-MED-1418102
Etkilenen Sertifika Numarasi(lari):

Manufacturer: T-Biyoteknoloji Laboratuvar Estetik Medikal Kozmetik

Yralig! San. Tic. Ltd. Sti.
Dumiupinar Mah. Kuleli Cad. No:3, Nilufer, Bursa, TURKEY

Product(s): No change
Uriin(ler) Degisiklik yok

Reference Report No: MM0566-P025-R01
Referans Rapor No

Definition of the Change: Removel of addresses.Production Site and Branch Office
Degisikligin Tanimi addresses are removed from the EC certificate.
Adreslerin kaldiriimasi. Uretim sahasi ve Sube Ofisi adresleri CE
sertifikasindan kaldirildi.

SZUTEST, Notified Body 2195, declares and the above mentioned manufacturer has initiated an insignificant change according
to Article 120(3) of (EU) 2017/745 and MDCG 2020-3 guidance and therefore the information on the effected 93/42/EEC certificate(s)
has been changed as described above.

This document is a confirmation for authorities and cannot be used as other purposes.

2195 kimlik numarali Onaylanmis Kurulugs SZUTEST, yukarida belirtilen treticinin (AB) 2017/745 Regllasyonu Madde 120(3)'e
ve MDCG 2020-3 rehber dokimanina g6re 6nemli olmayan bir degisiklik ydrittigini ve bu sebeple etkilenen 93/42/AT
sertifika(lar)indaki bilgilerin yukaridaki gibi degistigini beyan eder.

Bu dokiiman yetkili otoriteler igin bir onay niteliginde olup farkli bir amacla kullanilamaz.
‘3’, l-. U "\{k j; 1

Issue Date/Yayn Tarihi: 20240716  \ %/ 3/ Salih Oguz SAVAS
NN ) 4 Deputy General Manager
Genel Mddiir Yardimcisi

SZUTEST UYGUNLUK DEGERLENDIRME AS.
Tatlisu Mahallesi, Akif inan Sk. No:1 Umraniye 34774 ISTANBUL / TURKIYE

Szutest.com.tr
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MEDICAL DEVICES DIVISION

Granarolo dell'Emilia (BO), 2024/01/16
CLING

Esteemed

T-BIYOTEKNOLOJI LABORATUVAR ESTETIK MEDIKAL KOZMETIK SAN. VE TIC. LTD. STI.
Ugevler Mah. Niltim 70. Sk. ibrahim Yazici Plaza-1 No:1/22D Niliifer, Bursa, Turkey

Notified Body Confirmation Letter Reference: CERBO0658223
To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate surveillance
in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 and (EU)
2017/746 as regards the transitional provisions for certain medical devices and in vitro diagnostic
medical devices

This letter confirms that, Kiwa Cermet Italia, a Notified Body (NB) designated against Regulation (EU)
2017/745 (MDR) and identified by the number 0476 on NANDO, has received a formal application in
accordance with Section 4.3, first subparagraph of Annex VIl of MDR and has signed a written
agreement in accordance with Section 4.3, second subparagraph of Annex VII of MDR with the
following manufacturer:

T-BIYOTEKNOLOJI LABORATUVAR ESTETIK MEDIKAL KOZMETIK SAN. VE TIC. LTD. STI.
Ugevler Mah. Niltim 70. Sk. ibrahim Yazici Plaza-1 No:1/22D Niliifer, Bursa, Turkey
SRN Number (if available): TR-MF-000016403

The devices covered by the formal application and the written agreement mentioned above are
identified in the Tables below.

Table 1 identifies the devices for which an MDR application has been received, written agreement
concluded and for which the NB is also responsible for appropriate surveillance of the corresponding
devices under the applicable Directive.

Table 2 identifies the devices for which an MDR application has been received and a written agreement
concluded, but the NB has not vet taken the responsibility for appropriate surveillance of the
corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 93/42/EEC (MDD) that expired
after 26 May 2021 and before 20 March 2023, without having been withdrawn, this letter also confirms
that the manufacturer signed the written agreement under MDR by the date of MDD certificate expiry;
or provided evidence that a competent authority of a Member State had granted a derogation or
exemption from the applicable conformity assessment procedure in accordance with Article 59(1) of
MDR or Article 97(1) of the MDR respectively, by the 20 Mar 2023 for the relevant devices.

Kiwa Cermet Italia S.p.A. - Single-member company subject to management and coordination of Kiwa Italia Helding St
Headquarters: Via Cadrianc 23, 40057 - Granarclo dell'Emilia (BO})

D Tel. +#39.051,4593,111 - Fax +39.051.763.382 - info@kiwacermet.it - veww. kiwa.it
VAT Registration No. 00827711203 - Tax ID 03502820370 ~ Share capital: € 1.000.000,00 i.v.
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The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s
continued compliance to the other conditions specified in Article 120.3c of MDR (as amended by (EU)
2023/607), are shown below:
e 26 May 2026 for Class Il custom-made implantable devices
e 31 December 2027 for Class lll devices and Class llb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,
screws, wedges, plates, wires, pins, clips and connectors)
e 31 December 2028 for other Class llb devices, Class Ila, Class | devices placed on the market in
sterile condition or have a measuring function
e 31 December 2028 for devices not requiring the involvement of a notified body under MDD
but requiring it under MDR (e.g., class | devices that qualify as re-usable surgical instruments)

On behalf of the Notified Body,
Dr.ssa Frabetti Alessia
Medical Device Division Manager

) Nl

Kiwa Cermet Italia S.p.A. - Single-member company subject to management and coordination of Kiwa Italia Holding Srl
D Headquarters: Via Cadriano 23, 40057 - Granarolo dell'Emilia (BO)

Tel, +39.051.4593.111 - Fax +38.051.763.382 - info@kiwacermet.it - www.kiwa.it

VAT Registration No. 00627711203 - Tax ID 03502820370 - Share capital: € 1.000.000,00 i.v.
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Kiwa Cermet ltalia

Table 1: Devices covered by this letter and for which the
surveillance of the corresponding devices under the applicable Directive:

Device name OR Basic
UDI-DI (under MDR
application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application
stage)

If the MDR device is a
substitute device,
identification of the
corresponding MDD

kiwa

NB is also responsible for a

ropriate

MDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification

Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate

surveillance of the corresponding devices under the applicable Directive:

Device name OR Basic
UDI-DI (under MDR
application)

Sterile Single Use PRP Kit

Sterile Single Use PRP
Syringe

Sterile Single Use PRP
Tubes

Sterile Single Use PRX
Tubes

Sterile Single Use Fat
Processor

Sterile Single Use
Hydrogel Wound Dressing

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application
stage)

Class Ill

Class 1lb excluding Class 1lb
implantable non-WET

Class Il

Class llb excluding Class llb
implantable non-WET

Class Ilb excluding Class llb
implantable non-WET

Class Ilb excluding Class llb
implantable non-WET

If the MDR device is a
substitute device,
identification of the
corresponding MDD

identification of the
corresponding device under
MDD

v Same
O Substitute

Identification of the
corresponding device under
MDD

v Same
[ Substitute

Identification of the
corresponding device under
MDD

v Same
[J Substitute

Identification of the
corresponding device under
MDD

v Same
1 Substitute

Identification of the
corresponding device under
MDD

v’ Same
0 Substitute

Identification of the
corresponding device under
MDD

MDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification

Certificate Number:
2195-MED-1418102
CEaiss

SZUTEST UYGUNLUK
DEGERLENDIRME A.S.

Certificate Number:
2195-MED-1418102
CEz195

SZUTEST UYGUNLUK
DEGERLENDIRME A.S.

Certificate Number:
2195-MED-1418102
CEz105

SZUTEST UYGUNLUK
DEGERLENDIRME A.S.

Certificate Number:
2195-MED-1418102
CE2195

SZUTEST UYGUNLUK
DEGERLENDIRME A.S.

Certificate Number:
2195-MED-1418102
CEz105

SZUTEST UYGUNLUK
DEGERLENDIRME A.S.

Certificate Number:
2195-MED-1418102
CEz1s5

Kiwa Cermet Italia S.p.A. - Single-member company subject to management and coordination of Kiwa Italia Holding Srl

D

Headquarters: Via Cadnano 23, 40057 - Granarolo dell'Emilia (BO)
Tel. +39.051.4593.111 - Fax +39.051.763.382 - info@kiwacermet.it - www kiwa.it

VAT Registration No. 00627711203 - Tax |D 03502820370 - Share capital: € 1.000.000,00 i.v.
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Kiwa Cermet Italia

kiwa

Device name OR Basic MDR Device classification If the MDR device is a MDD Certificate
UDI-DI (under MDR (as proposed by the substitute device, Reference(s) of the devices
application) manufacturer and verified identification of the under MDR application,
at the pre-application corresponding MDD and the NB Identification
stage)
SZUTEST UYGUNLUK
v Same DEGERLENDIRME A.S.
) Substitute
Sterile Single Use Syringe  Class | devices placed on Identification of the Certificate Number:
Accessories the market in sterile corresponding device under  2195-MED-1418102
condition MDD CEjy05
SZUTEST UYGUNLUK
v’ Same DEGERLENDIRME AS.
O Substitute
Confirmation Letter Revision History
Rev. Date Action
Rev. Date Azione
00 . 2024/01/16 Initial issue: Sterile Single Use PRP Kit

- Sterile Single Use PRP Syringe

- Sterile Single Use PRP Tubes

- Sterile Single Use PRX Tubes

- Sterile Single Use Fat Processor
- Sterile Single Use Hydrogel Wound Dressing
- Sterile Single Use Syringe Accessories

For further information on the content of the letter or verification of the validity of the letter please
contact medical@kiwa.com or phone at +39.051.4593.111

Kiwa Cermet Italia S.p.A. - Single-member company subject to management and coordination of Kiwa Italia Holding Srl

Headquarters: Via Cadriano 23, 40057 - Granarolo dell'Emiha (BO)
Tel. +39.051.4593.111 - Fax +39.051.763.382 - info@kiwacermet.it - www kiwa.it

VAT Registration No. 00627711203 - Tax ID 03502820370 ~ Share capital: € 1.000.000,00 i.v.
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Current issue date: 25 October 2022 Original approval(s):
€7 Expiry date: 15 October 2025 1ISO 13485 - 16 October 2019
Certificate identity number: 10475566

Certificate of Approval

This is to certify that the Management System of:

T-BiYOTEKNOLOJi LABORATUVAR
ESTETIK MEDIKAL KOZMETIK SAN.
VE TiC. LTD. STi.

Tahtali Mah. Degirmen Yolu Sok. No: 10, 16280 Bursa, Turkey

has been approved by LRQA to the following standards:

ISO 13485:2016

Approval number(s): ISO 13485 — 00022393

The scope of this approval is applicable to:

Autologous-Regenerative, Disposable and Sterile Medical Device Production and Sales, Production and Sale of Non-Sterile Surgical
Instruments

Paul Graaf

aaniediiial

Area Operations Manager, Europe 3 @
Issued by: LRQA Limited

LRQA Group Limited, its affiliates and subsidiaries and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 'LRQA". LRQA
assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever
provided, unless that person has signed a contract with the relevant LRQA entity for the provision of this information or advice and in that case any responsibility or liability is
exclusively on the terms and conditions set out in that contract.

Issued by: LRQA Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom

Page 1 of 1



LRQA Turkey Belgelendirme Hizmetleri Ltd. Sfi.

T+9 (0) 216 368 9930 19 Mayis Mah. Turaboglu Sk. No: 2/1 Sitkibey
F+9 (0) 216 386 2997 Bey Plaza Kat:1 D:8 Kadikdy, 34736 Istanbul /
' TURKIYE

25 October 2022

To whom It may concern,

We would like to inform you that T-Biyoteknoloji Laboratuvar Estetik Medikal Kozmetik San.
ve Tic. Ltd.$ti. has completed the certification audit against ISO 13485:2016 on 28 September
2022.

The audit report with the recommendation for certification is approved and original certificate is
published on 25 October 2022.

We can confirm that validity of following certificate with certificate number 10475566, till 24
October 2025. Since our company doesn’t have QR system for checking validity, you can query
validation of certificate from following e-mail address gizem.kavakli@Irga.com .

We would like to congratulate you and your team once again for the commitment you have
demonstrated to implement management systems.

Sincerely yours,

N @<

Filiz Cakmak, LRQA
Customer Services Manager — Turkey, Romania
Business Assurance

LRQA Turkey Belgelendirme Hizmetleri Ltd. $ti

19 Mayis Mah. Turaboglu Sk. No: 2/1 Sitki Bey Plaza Kat: 1, D: 8, Kadikdy, Istanbul
Turkiye

T +90 216 368 99 30

F +90 216 386 29 97

Note: This letter was issued upon the request from T-Biyoteknoloji Laboratuvar Estetik
Medikal Kozmetik San. ve Tic. Ltd.Sti.



Dokiiman No. PL.YGG.04

§ MEVZUATA UYUM PLANI/ Yayin Tarihi 03.01.2023
E“J 1'- I Q b REGULATORY COMPLIANCE PLAN | Rev.No. 01
- Rev. Tarihi 20.07.2023

1. AMAC / PURPOSE

Mevzuata Uyum Plani’ nin amaci EU MDR 2017/745 regulasyonuna uyumun saglanmasi icin
plan olusturulmasidir.

The purpose of the Regulatory Compliance Plan is to create a plan to ensure compliance with
the EU MDR 2017/745 regulation.

2. KAPSAM / SCOPE

Mevzuata uyum plani, EU MDR 2017/745 — Madde 10, EK X ve EK Xl ‘in gerekliliklerini
kapsamaktadir.

The Regulatory Compliance Plan covers the requirements of EU MDR 2017/745 — Article 10,
Annex X and Annex XI.

3. TANIMLAR VE KISALTMALAR/ DEFINITIONS and ABBREVIATIONS
MDD : Medical Device Direktive (Tibbi Cihaz Direktifi)

MDR: Medical Device Regulation (Tibbi Cihaz Regtlasyonu)

KYS:/QMS: Kalite Yonetim Sistemi / Quality Management System

KEK: Kalite El Kitabi / Quality Manual

GSPR: General Safety and Performance Requirements (Genel Guvenlik ve Performans
Gereklilikleri)

PRRC: Person Responsible for Regulatory Compliance (Mevzuata uyum sorumlusu)

QMR: Quality Management Representative

4. SORUMLULUKLAR / RESPONSIBILITIES

Mevzuata Uyum Sorumlusu / PRRC:

Regulasyon gerekliliklerinin belirlenmesinden, guncelliginin givence altina alinmasindan ve
MDR madde 15'de belirtilen gdrevlerin yerine getiriimesinden sorumludur.

Responsible for determining the regulatory requirements, ensuring that they are up-to-date
and fulfilling the duties specified in MDR article 15.

Kalite Yonetim Temsilcisi /| QUR:

Regulasyon gerekliliklerinin dokiimante edilmesinden, kalite ydnetim sisteminin gincelliginin
guvence altina alinmasindan ve yurutulmesinden sorumludur.

Responsible for documenting the regulatory requirements, ensuring that the quality
management system is up-to-date and executing it.
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Kalite Glivence Birimi / Quality Assurance Unit:
Kalite Yonetim Sisteminin glncelliginin saglanmasindan sorumludur.

Responsible for ensuring that the quality management system is up-to-date

Ruhsatlandirma Birimi/ Regulatory Unit:
Tibbi cihaz dosyalarinin guncelliginin saglanmasindan sorumludur.

Responsible for ensuring that the medical device files is up-to-date.

Ust Yonetim/ Management:

Regulasyon gerekliliklerinin karsilanmasi igin altyapinin olusturulmasindan ve kaynaklarin
saglanmasindan sorumludur.

Responsible for establishing the infrastructure and providing resources to meet regulatory
requirements.

5. REFERANSLAR/ REFERENCES
EU MDR 2017/745 — Tibbi Cihaz Tuzugu (Medical Device Regulation)

EN ISO 13485:2016 — Tibbi Cihazlar- Kalite Yonetim Sistemleri — DUzenleyici Amaglar igin
Gereklilikleri / Medical Devices - Quality Management Systems - Requirements for
Regulatory Purposes

EN ISO 14971:2019-Tibbi cihazlar — Tibbi cihazlara risk yénetiminin uygulanmasi / Medical
devices — Application of risk management to medical devices

MEDDEV 2.12-1 Rev 8 — Tibbi Cihazlar Vijilans Sisteminde Kilavuzlar / Guidelines

On A Medical Devices Vigilance System
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6. PLANLAMA/ PLANNING

maddede ve XIV.-Ekte belirtilen
gereklilikler uyarinca bir klinik
degerlendirme yapar.

3. Manufacturers shall conduct a clinical
evaluation in accordance with the
requirements set out in Article 61 and
Annex X1V, including a PMCF.

Clinical Evaluation Protocol

TF.0OX.PLN.CEP
Klinik Degerlendirme Plani
Clinical Evaluation Plan

TFOX.CER
Klinik Degerlendirme Raporu
Clinical Evaluation Report

PR.SSG.01
Piyasaya Arz Sonrasi Gozetim
Proseduri | Post-Marketing

Surveillance Procedure

Arz Sonrasi Klinik Takip
sisteminin olusturulmasi

Establishment of Clinical
Evaluation and Post-Market
Clinical Follow-up system
according to Annex X1V and
article 61.

Madde No. | Madde Acgiklamasi ilgili Dokiiman Planlanan Faaliyet Planlanan Tarih Sorumluluk
| Article No
in MDR Article Explanation Related Document Planned Activity Scheduled date Responsibility
2. Imalatgilar, 1. Ekin 3. Kesiminde tanim- | PR.RSK.01 MDR’ in maddelerine ve EK’ 30.12.2023 PRRC
Madde 10 | landidi sekilde bir risk ydnetimi sistemi Risk Yoénetim Prosedurl / Risk lerine gore risklerin yeniden QMR
kurar, dokimante eder, uygular ve sirdi- | Management Procedure degerlendirmesi. Risk- fayda
rar analizinin yapilmasi
Article 10 2. Manufacturers shall establish, docu- Reassessment of risks according
ment, implement and maintain a system to the articles and annexes of the
for risk- management as described in Sec- MDR. Performing the risk-benefit
tion 3 of Annex |. analyzes.
3. imalatgilar, piyasaya arz sonrasi klinik | TFOX.PRT.CEP Madde 61 ve EK XIV’ a gore 30.11.2022 PRRC
takip (‘PMCEF’) dahil olmak Uzere, 61. Klinik Degerlendirme Protokolt /¢ | Klinik Degerlendirme ve Piyasaya QMR
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Madde No.
| Article No
in MDR

Madde Agiklamasi

Article Explanation

ilgili Dokiiman

Related Document

Planlanan Faaliyet

Planned Activity

Planlanan Tarih Sorumluluk

Scheduled date Responsibility

Madde 10

Article 10

4.

Ismarlama imal edilen cihazlar
disindaki cihazlarin imalatgilari, bu
cihazlar icin teknik dokiimantasyonu
hazirlar ve guncel tutar. Teknik
dokimantasyon, cihazin bu
Tuzuk’an gerekliliklerine
uygunlugunun degerlendiriimesine
imkan verecek sekilde olmalidir.
Teknik dokumantasyon, Il. ve Ill.
Eklerde belirtilen 6geleri igerir.

Manufacturers of devices other than
custom-made devices shall draw up
and keep up to date technical
documentation for those devices.
The technical documentation shall
be such as to allow the conformity of
the device with the requirements of
this Regulation to be assessed. The
technical documentation shall
include the elements set out in
Annexes Il and Ill.

Tibbi Cihaz Dosyalari

Technical Files

Tibbi cihazlarin teknik
dokdmanlarini iceren teknik
dosya hali hazirda mevcuttur.

The technical file containing the
technical documents of the
medical devices is already exist.

PRRC

Madde 10

Article 10

Ismarlama imal edilen veya
arastirma amacli cihazlar haricindeki
cihazlarin imalatgilari; uygulanabilir
gerekliliklere uyumlulugun, ilgili
uygunluk degerlendirme iglemleri
kapsaminda gdsterilmis olmasi
durumunda, 19. madde uyarinca bir
AB uygunluk beyani dizenler ve 20.

AB Uygunluk Beyani

AB Uygunluk Beyani halihazirda
mevcuttur.

PRRC
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Madde No.
| Article No
in MDR

Madde Agiklamasi

Article Explanation

ilgili Dokiiman

Related Document

Planlanan Faaliyet

Planned Activity

Planlanan Tarih Sorumluluk

Scheduled date Responsibility

madde uyarinca CE uygunluk
isaretini ilistirir.

. Where compliance with the

applicable requirements has been
demonstrated following the
applicable conformity assessment
procedure, manufacturers of
devices, other than custom-made or
investigational devices, shall draw
up an EU declaration of conformity
in accordance with Article 19, and
affix the CE marking of conformity in
accordance with Article 20.

EU Declaration of Conformity

EU Declaration of Conformity is
already exist.

Madde 10

Article 10

. Imalatgilar, 27. maddede atifta

bulunulan UDI sistemine iligkin
yuakamlalikler ile 29. ve 31.
maddelerde atifta bulunulan kayit
yukumlilUklerine uyar

. Manufacturers shall comply with the

obligations relating to the UDI
system referred to in Article 27 and
with the registration obligations
referred to in Articles 29 and 31.

TL.UDI.O1
UDI Atama Talimati/
UDI identification instruction

UDI tanimlama sisteminin
olusturulmasi

Establishing the UDI identification

system

30.12.2023

PRRC
QMR

5/29




Dokiman No. | PL.YGG.04
1- l b Yayin Tarihi | 03.01.2023
-1Q MEVZUATA UYUM PLANI / 2ev No ol
REGULATORY COMPLIANCE PLAN o T 50075053
Madde No. | Madde Agiklamasi ilgili Dokiiman Planlanan Faaliyet Planlanan Tarih Sorumluluk
| Article No
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Madde 10 8. Imalatgilar; teknik dokiimantasyonu, | PR.DOK.01 Teknik bilgileri iceren 30.12.2023 QMR
AB uygunluk beyanini ve Dokimanlarin Kontrolt Prosedirl| dokdmanlarin son cihaz piyasaya
Article 10 uygulanabilir oldugunda 56. madde | Documents Control Procedure arz edildikten sonra minimum 10

uyarinca duzenlenmis olan, tadilleri
ve ekleri dahil olmak uzere, ilgili her
sertifikanin bir suretini, AB uygunluk
beyaninin kapsadigi son cihaz
piyasaya arz edildikten sonra en az
on yillik bir sire boyunca yetkili
otoriteler igin hazir bulundurur.
implante edilebilir cihazlar igin bu
sure son cihaz piyasaya arz
edildikten sonra en az 15 yildir.

8. Manufacturers shall keep the
technical documentation, the EU
declaration of conformity and, if
applicable, a copy of any relevant
certificate, including any
amendments and supplements,
issued in accordance with Article 56,
available for the competent
authorities for a period of at least 10
years after the last device covered
by the EU declaration of conformity
has been placed on the market. In
the case of implantable devices, the
period shall be at least 15 years
after the last device has been placed
on the market.

yil saklanmasi bilgisinin
prosedirde tanimlanmasi

Definition in the procedure that
documents containing technical
information will be kept for at
least 10 years from the placing of
the last device on the market.
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Madde 10 9. Arastirma amacli cihazlar Kalite Yonetim Sistemi (KYS) KYS mevcuttur. MDR ve eklerine [30.12.2023 QMR
disindaki cihazlarin imalatgilari, gore glncelleme yapiimasi
Article 10 en etkili bigimde ve cihazin risk Quality Management System

sinifi ve tipiyle orantili sekilde bu
Tuzlk’e uygunlugu saglayan bir
kalite yOnetim sistemi kurar,
dokiimante eder, uygular,
surdlrur, guncel tutar ve surekli
olarak geligtirir.

The quality management system
shall cover all parts and elements
of a manufacturer's organization
dealing with the quality of
processes, procedures, and
devices. It shall govern the
structure, responsibilities,
procedures, processes, and
management resources required
to implement the principles and
actions necessary to achieve
compliance with the provisions of
this Regulation.

(QMS)

QMS is already exist. Revising
and continuous improvement
according to MDR and its
annexes.

7/29




Dokiman No. | PL.YGG.04
1- l b Yayin Tarihi | 03.01.2023
- O MEVZUATA UYUM PLANI/ Rev. No. 01
REGULATORY COMPLIANCE PLAN o T 50075053
Madde No. | Madde Agiklamasi ilgili Dokiiman Planlanan Faaliyet Planlanan Tarih Sorumluluk
| Article No
in MDR Article Explanation Related Document Planned Activity Scheduled date Responsibility
Madde (a) uygunluk degerlendirme pro- PL.YGG.04 Mevzuata uyum stratejisinin 30.08.2023 QMR
10’un sedirlerine uygunluk ve siste- olusturulmasi
9.bendi min kapsadigi cihazlardaki Mevzuata Uyum Plan o
modifikasyonlarin yonetimine R . Establishing a Regulatory
iliskin prosediirler dahil olmak egulatory Compliance Plan Compliance Strategy
9th Uzere mevzuata uygunluk icin
paragraph bir strateji
of article (a) a strategy for regulatory com-
10 pliance, including compliance
with conformity assessment
procedures and procedures
for management of modifica-
tions to the devices covered
by the system
(b) uygulanabilir genel giivenlilik ve PR.KLT.02 Kalite kontrol proseduri 30.05.2023 QMR

(b)

performans gerekliliklerinin belir-
lenmesi ve bu gerekliliklerin kar-
stlanmasina iliskin seceneklerin
arastiriimasi

identification of applicable gen-
eral safety and performance re-
quirements and exploration of op
tions to address those require-
ments;

Kalite Kontrol Proseduir( /
Quality Control Procedure

Stabilite galismasi sonrasi Uriin
- | guvenlik ve performans test
protokolleri ve bunlarin raporlari /
Product safety and performance
test protocols and their reports
after stability studies

mevcuttur.

Uriinlerin yaglandirma calismasi
sonrasi guvenlik ve performans
gerekliliklerini karsiladigina dair
raporlar hazirlanmistir.

Quality control procedure is
available.

Reports have been prepared that
the products meet the safety and
performance requirements after
the stability study.
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Planlanan Tarih
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Sorumluluk

Responsibility

(c) yobnetimin sorumlulugu;

(c) responsibility of the management

PR.YGG.01

Yoénetim Gézden Gegirme
Prosedura /

Management Review Procedure

Ydnetimin sorumluluklarinin
tanimh oldugu yonetim gbézden
gecirme prosedurl halihazirda
mevcuttur.

Management Review Procedure
in which management's
responsibilities are defined
already exist.

QMR

(d) tedarikgilerin ve altyUklenicilerin
secimi ve kontroll dahil olmak
Uzere kaynak yonetimi;

(d) resource management, including
selection and control of suppliers
and sub-contractors

PR.STN.O01

Satinalma Prosedurl
Purchasing Procedure

Tedarikgilerin ve alt yuklenicilerin
secim ve kontrol slireci satin
alma prosedurinde
tanimlanmistir. Yillik olarak
tedarikci degerlendirmeleri ve
analizleri yapiimaktadir.

The process of selection and
control of suppliers and
subcontractors is defined in the
purchasing procedure. Supplier
evaluations and analyzes are
carried out annually.

QMR

(e) 1. Ekin 3. Kesiminde belirtildigi
sekilde risk yonetimi;

(e) risk management as set out in in
Section 3 of Annex |I;

PR.RSK.01
Risk Yo6netimi Prosedurl

Risk Management Procedure

MDR’ in maddelerine ve EK’
lerine gore risklerin yeniden
degerlendirmesi. Risk- fayda
analizinin yapilmasi

Reassessment of risks according
to the articles and annexes of the
MDR. Performing the risk-benefit
analyzes.

30.12.2023

PRRC
QMR
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| Article No
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(f) piyasaya arz sonrasi klinik takip TFOX.PRT.CEP Madde 61 ve EK XIV’ a gore 30.11.2022 PRRC
(PMCF) dahil olmak Gzere, 61. Klinik Degerlendirme Protokolli / | Klinik Degerlendirme ve Piyasaya QMR
madde ve XIV. Ek uyarinca Kklinik | Clinical Evaluation Protocol Arz Sonrasi Klinik Takip
degerlendirme; sisteminin olusturulmasi
TF.0X.PLN.CEP
(f) clinical evaluation in accordance | Klinik Degerlendirme Plani
with Article 61 and Annex X1V, Clinical Evaluation Plan Establishment of Clinical
including PMCF; Evaluation and Post-Market
TFOX.CER Clinical Follow-up system
Klinik Degerlendirme Raporu according to Annex XIV and
Clinical Evaluation Report article 61.
PR.SSG.01
Piyasaya Arz Sonrasi Gozetim
Prosedurl / Post-Marketing
Surveillance Procedure
(g) planlama, tasarim, gelistirme, PR.TSR.01 Planlama, tasarim, gelistirme, 30.11.2022 QMR

Uretim ve hizmet sunumu dahil
olmak Uzere Urin gergeklestirme

product realisation, including
planning, design, development,
production and service provision

Tasarim Proseduri
Design Procedure

PR.URT.O1

Uretim ve Planlama Prosed(irii
Production and planning
procedure

PR.STS.01

Satis Prosediri

Sales procedure

Uretim ve hizmet sunumu dahil
olmak Uzere Urun gergeklestirme
prosesleri igin prosedurler
halihazirda olusturulmustur

Procedures have already been
established for product
realization processes, including
planning, design, development,
production, and presentation of
service.
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(h) ilgili tim cihazlara 27(3) maddesi | TL.UDI.O1 UDI tanimlama sisteminin 30.12.2023 PRRC
uyarinca yapilan UDI tahsisinin UDI Atama Talimati/ olusturulmasi QMR
dogrulanmasi ve 29. madde uya- | UDI identification instruction
rinca saglanan bilgilerin tutarhli- Establishing the UDI identification
ginin ve gecerliliginin saglan- system
masi;
(h) verification of the UDI assign-
ments made in accordance with
Article 27(3) to all relevant de-
vices and ensuring consistency
and validity of information pro-
vided in accordance with Article
29
(i) 83. madde uyarinca piyasaya arz | PR.SSG.01 83. madde uyarinca piyasaya arz (30.11.2022 PRRC
sonras| gdzetim sisteminin kurul- sonrasi gdzetim sisteminin QMR
masi, uygulanmasi ve surduril- Piyasaya arz sonrasi gézetim kurulmasi, uygulanmasi ve
mesi; prosedurd / surdurtlmesi saglanmaktadir. Bu
proses igin bir prosedur
(i) setting-up, implementation and Post-marketing surveillance olusturulmustur.
maintenance of a post-market procedure
surveillance system, in accord- In accordance with Article 83, the
ance with Article 83 establishment, implementation,
and maintenance of a post-
market surveillance system is
ensured. A procedure has been
established for this process.
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() yetkili otoriteler, onaylanmis kuru-
luslar, diger iktisadi isletmeler,
musteriler ve/veya diger paydas-
larla iletisimin yUrGtilmesi;
() handling communication with
competent authorities, notified
bodies, other economic opera-
tors, customers and/or other
stakeholders
(k) vijilans kapsaminda ciddi olum- PR.ViJ.01 Meddev 2.12-1 ve MDR madde  (30.03.2023 PRRC
suz olaylarin ve saha guvenligi 87’ ye gore Vijilans Prosediru QMR
dizeltici faaliyetlerinin raporlan- Vijilans Proseduru/ revize edilmistir.
masina yoénelik strecler Vigilance Procedure
According to Meddev 2.12-1 and
(k) processes for reporting of serious MDR article 87, the Vigilance
incidents and field safety correc- Procedure has been revised.
tive actions in the context of vigi-
lance
(I) duzeltici ve dnleyici faaliyetlerin PR.DOF.01 Duzeltici-onleyici faaliyetlerin - QMR
yonetimi ve bunlarin etkinlikleri- tanimlandigi prosedur mevcuttur.
nin dogrulanmasi Duizeltici-Onleyici Faaliyet
Proseduru / The procedure for defining
(I) management of corrective and Corrective-Preventive Action corrective-preventive actions is
preventive actions and verifica- Procedure already exist.
tion of their effectiveness
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(m) ciktilarin izlenmesi ve 6lgimda, PR.ANL.01 Ciktilarin izlenmesi ve 6lgim, 30.12.2023 PRRC
veri analizi ve Urun gelistirme igin veri analizi ve Urln gelistirme igin QMR
suregler Veri Analizi Prosedir( sureclerin tanimlandidi prosedur
Data Analyzes Procedure halihazirda mevcuttur. Piyasaya
(m) processes for monitoring and arz sonrasi klinik takip verilerinin
measurement of output, data de analizi i¢in sistem kurulacaktir.
analysis and product improve-
ment Procedure in which monitoring
and measuring outputs, data
analysis and product
development is already exist. A
system will also be established
for the analysis of post-marketing
clinical follow-up data.
EK XI 5.imalatgi; 4. Kesimde belirtilen AB Uygunluk Beyani AB uygunluk beyani mevcuttur. (30.12.2022 PRRC
(Kisim A yukumlaltkleri yerine getirdiginde, MDR'’ a atif yapilacaktir.
Madde 5) uygunluk degerlendirme prosedurinin |EU Declaration of Conformity
kapsadigi cihaz igin, 19. madde ve IV. The EU declaration of conformity
Ek uyarinca bir AB uygunluk beyani is already available. Reference
ANNEX XI hazirlar ve onu muhafaza eder. AB will be made to the MDR.
(Part A uygunluk beyani diizenleyerek
Article 5) imalatcinin; ilgili cihazin, AB tip-
inceleme sertifikasinda tanimlanan tipe
uydugunu ve bu TuzUk’Un cihaza
uygulanan gerekliliklerini karsiladigini
garanti ve beyan ettigi kabul edilir.
When the manufacturer fulfils the
obligations laid down in Section 4, it shall
draw up and keep an EU declaration of
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conformity in accordance with Article 19
and Annex IV for the device covered by
the conformity assessment procedure. By
issuing an EU declaration of conformity,
the manufacturer shall be deemed to
ensure and to declare that the device
concerned conforms to the type
described in the EU type-examination
certificate and meets the requirements of
this Regulation which apply to the device
EK XI 6.1. imalatgi; kalite yénetim sisteminin degerlendirilmesi igin, bir
(Kisim A onaylanmis kurulusa basvuru yapar. Bu basvuru asagidakileri icerir:
Madde 6.1)
The manufacturer shall lodge an application for assessment of its
quality management system with a notified body. The application
ANNEX Xl shall include
(Part A
Article 6.1) e IX. Ekin 2.1. Kesiminde listelenen Kalite Yonetim Sistemi Kalite Yonetim Sistemi QMR
tim 6geleri imalatginin kalite yonetim |Dokimantasyonu halihazirda  mevcuttur. MDR
sistemine iligskin dokiimantasyonu, Madde 10’ daki gerekliliklere gére
o All elements listed in Section 2.1 |QMS Documentation revizyonlar yapilacaktir.
of Annex IX, ]
The Quality Management System
is already established. Revisions
will be made according to the
requirements in MDR Article 10.
o kalite yonetim sisteminden - QMR
kaynaklanan ve bu Tuzuk Kalite EL Kitabi (KEK) ve Kalite Kalite el kitabi halihazirda mevcut
kapsaminda gerekli olan Politikasi ve glnceldir. Kalite politikasi
yukumlilukleri yerine getirmek igin
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mevcut prosedurlerin dokiimante Quality Manual and Quality Policy | 2023 yilinda gdzden gegirilerek
edilmis aciklamasini ve bu yayinlanmistir.
prosedurleri uygulamak igin s6z
konusu imalat¢inin taahhidind The quality manual is already
available and up to date. The
e a documented description of the quality policy was revised and
procedures in place to fulfil the published in 2023.
obligations arising from the quality
management system and required
under this Regulation and the
undertaking by the manufacturer in
question to apply those procedures,
e kalite yonetim sisteminin yeterli ve Kalite EL Kitabi (KEK) ve Kalite Prosediirlerin agiklamalari kalite - QMR
etkili kalmasini saglamak i¢in mevcut |Politikasi el kitabinda tanimlanmistir. Kalite
prosedurlerin agiklamasini ve bu politikasinda Kalite Yonetim
prosedurleri uygulamak icin Quality Manual and Quality Policy | Sistemini uygulamak taahhut
imalat¢inin taahhidini edilmistir. Kalite el kitab1 2023 yili
icinde gbzden gegirilerek
e a description of the procedures in yayinlanmistir.
place to ensure that the quality
management system remains Descriptions of the procedures
adequate and effective, and the are defined in the quality manual.
undertaking by the manufacturer to It is committed to implement the
apply those procedures Quality Management System in
the quality policy. The quality
manual was revised and
published in 2023.
e Imalat¢inin piyasaya arz sonrasi PR.SSG.01, PL.PMS.01 PMS Plani iginde piyasadan PRRC
g6zetim sistemine ve uygulanabildigi alinan verilerin uygun
hallerde PMCF planina iligkin PMS Prosediri ve Plani degerlendirme yontemlerinin
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dokUmantasyonu ve 87 ila 92. PMS Procedure and Plan tanimlanmasi ve fayda-risk analizi
maddelerde belirtilen vijilansa iligkin maddesine atif (EK | Madde 3)
hikUmlerden kaynaklanan
yukumlaluklere uygunlugu saglamak Identification ~ of  appropriate
icin olusturulan proseddrleri evaluation methods of data
received from the market in the
the documentation on the PMS Plan and reference to the
manufacturer's post-market benefit-risk analysis article
surveillance system and, where (Annex I Article 3)
applicable, on the PMCF plan, and
the procedures put in place to PMCEF plani / PMCF Plan Piyasaya arz sonrasi klinik takip |30.12.2023 PRRC
ensure compliance with the icin PMCF Plani olusturulmus ve
obligations resulting from the gunceldir.
provisions on vigilance set out in Trend Raporu ve Plani/ PMCF Plan established and up to
Articles 87 to 92, Trend Report and Plan date for post-market clinical
follow-up.
Trend raporunda ve planinda
PMCEF atifi yapilacak. / PMCF will
be referred in trend report and
plan.
PR.ViJ.01 Meddev 2.12-1 ve MDR madde  |30.03.2023 PRRC
Vijilans Prosedirii / 87’ ye gore Vijilans Proseduru QMR
Vigilance Procedure revize edilmistir.
According to Meddev 2.12-1 and
MDR article 87, the Vigilance
Procedure has been revised.
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e Piyasaya arz sonrasi gozetim Kalite Politikasi/ Kalite politikasinda Kalite - QMR
sistemini ve uygulanabildigi hallerde Yo6netim Sistemini uygulamak
PMCEF planini glincel tutmak igin Quality Policy taahhut edilmistir. Kalite el kitabi
mevcut prosedurlerin tanimi ve 87 ila 2023 yili icinde gbzden
92. maddelerde belirtilen vijilansa gegirilerek yayinlanmistir.
iliskin hikimlerden kaynaklanan
yukumliliklere uygunlugu saglayan It is committed to implement the
prosedurleri ve bununla birlikte bu Quality Management System in
prosedurleri uygulamak igin the quality policy. The quality
imalat¢inin taahhtdund, manual was revised and
published in 2023
e a description of the procedures in
place to keep up to date the post-
market surveillance system, and,
where applicable, the PMCF plan,
and the procedures ensuring
compliance with the obligations
resulting from the provisions on
vigilance set out in Articles 87 to 92,
as well as the undertaking by the
manufacturer to apply those
procedures,
e Klinik degerlendirme planina iligkin ~ [TF.OX.PLN.CEP Esdeger Urun analizleri 30.12.2023 PRRC
dokimantasyonu detaylandirilacak, Literatlrler
Klinik Degerlendirme Plani gruplandirilacak ve spesifik
e documentation on the clinical Clinical Evaluation Plan gruplarda raporlanacak. MDR’ a
evaluation plan, atif yapilacak.
Equivalent product analyzes will
be detailed, Literatures will be
grouped and reported in specific
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groups. Reference will be made
to the MDR.
En son teknolojik gelismeleri dikkate [TF.X.PRT.CEP Klinik degerlendirmenin PRRC
alarak, klinik degerlendirme planini guncelligini saglamak igin
glncel tutmak igin mevcut Klinik Degerlendirme Protokolu guncelleme periyodu Klinik
prosedurlerin agiklamasini Clinical Evaluation Protocol Degerlendirme Protokolinde
a description of the procedures in tanimlanacak. /
place to keep up to date the clinical ' '
evaluation plan, taking into account The update period will be defined
the state of the art. in the Clinical Evaluation Protocol
to keep the clinical evaluation up
to date.

Onaylanmis tipler igin II. ve Ill. Eklerde atifta bulunulan teknik

dokiimantasyonu

The technical documentation referred to in Annexes Il and Il for the types

approved,

o Cihaz tanimi ve spesifikasyonlari
(Genel tanimi, Temel UDI-DI ya
da aksi takdirde urlin kodu,
katalog numarasi veya
izlenebilirlige imkan saglayan
diger kesin atiflar yoluyla agik bir
tanimlama

o (a)product or trade name and a
general description of the device
including its intended purpose
and intended users;

TF.XX.STED

Teknik dosya 6zet dokiimani
Technical file summary document

Uriin bilgisi (STED) dokiimanina
EMDN kodlari eklenecek.

EMDN codes will be added to the
product information (STED)
document.

PRRC
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o (b) the Basic UDI-DI as referred
to in Part C of Annex VI assigned
by the manufacturer to the device
in question, as soon as
identification of this device
becomes based on a UDI system,
or otherwise a clear identification
by means of product code,
catalogue number or other
unambiguous reference allowing
traceability;
e Cihazin 6nceki ve benzer TFOX.CER Cihazin 6nceki ve benzer PRRC
nesillerine atif nesillerine klinik degerlendirme
Klinik Degerlendirme Raporu raporunda atif yapiimistir
e Reference to previous and Clinical Evaluation Report
similar generations of the Previous and similar generations
device of the device are cited in the
clinical evaluation report
e Imalatgi Tarafindan Temin Kullanim Kilavuzlari Satis planlanan Ulkeler igin talep - PRRC
Edilecek Bilgiler (Cihazin edilen dillerde etiket ve IFU QMR
satilmasinin planlandigi tye Instructions for use (IFU) hazirlanmaktadir.
devletlerde kabul edilen dillerde
etiketler ve kullanim kilavuzu) Labels and IFUs are prepared in
e Information To Be Supplies by the languages requested for the
The Manufacturer (Labels and countries where sales are
instructions for use in the planned.
languages accepted in the
Member States where the
device is envisaged to be sold.)
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e Tasarim ve imalat bilgileri Tasarim dosyasi Tibbi cihaza 6zgl tasarim - PRRC
dosyalari hazirlanmigtir.
e Design and manufacturing Design File
information Medical device-specific design
files have been prepared.
e Genel Guvenlilik Ve TF.XX.GSPR — MDCG rehber dokiimanlarina PRRC
Performans Gereklilikleri Genel Givenlik ve Performans goOre harmonize standartlar
e General Safety And Gereklilikleri kontrol edilecek. Gerekli ise
Performance Requirements standart maddeleri
General Safety and Performance | gincellenecek.
Requirements
Harmonized standards will be
checked according to MDCG
guide documents. If necessary,
the standard items will be
updated.
e Fayda-Risk Analizi ve Risk PR.RSK.01 Risk Y6netimi Risk yonetimi Prosedurd’ ne 30.05.2023 QMR
Yonetimi Proseduri Fayda-Risk analizi
e Benefit-Risk Analysis and Risk tanimlamalarinin ve EN ISO
Management Risk Management Procedure 14971:2019 atfinin yapiimasi.
Artik riskler icin yapilacak
faaliyetlerin tanimlanmasi.
Addition of Benefit-Risk analysis
definitions and reference to EN
ISO 14971:2019 in the Risk
Management Procedure.
Identification of actions to be
taken for residual risks.
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e Uriin Dogrulama ve Validasyon [Validasyon Raporlari; Uriin dogrulama ve validasyon 30.05.2023 QMR
e Product Verification and -Temiz Oda Valid. calismalari yeni fabrikaya
Validation -Proses Valid. tasindiktan sonra yeniden
-Paketleme Valid. yapimistir.
-Sterilizasyon valid.
Product validation and validation
Validation Reports; studies were carried out again
-Cleanroom Valid. after moving to the new factory.
-Process Valid.
-Packaging Valid.
-Sterilization valid.
Piyasaya Arz Sonrasi Gozetime lligkin PMS Plani / Post-Marketing PMS siirecinde sikayetleri 30.04.2023 PRRC
Teknik Dokiimantasyon (EK I11) Surveillance Plan arastirmak ve sahada toplanan
piyasayla ilgili deneyimleri analiz
etmek icin etkili ve uygun
Technical Documentation On Post- PS'MS.T'M . ybntemler ve araclarin
Market Surveillance (Annex Ill) MU§ter|"A.I-g|S| Yonetimi tanimlanmasi igin PR.MS$T.01
Prosedurd / prosedlri hazirlanmistir.
Customer Relationship
Management Procedure PR.MST.01 procedure has been
prepared to identify effective and
appropriate methods and tools to
investigate complaints and
analyze market-related
experiences gathered in the field
during the PMS process.
e Trend raporuna tabi olan PR.ViJ.01 Meddev 2.12-1 ve MDR madde  [30.03.2023 PRRC
olaylari ydnetmek icin Vijilans Prosedurt / 87’ ye gore Vijilans Proseduri QMR
yontemler ve protokoller Vigilance Procedure revize edilmistir.
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e Methods and protocols to According to Meddev 2.12-1 and
manage the events subjectto  |TF.01.PLN.TREND MDR article 87, the Vigilance
the trend report as provided for |Trend Plan Procedure has been revised.
in Article 88, including the
methods and protocols to be Trend planinda vijilans
used to establish any prosedurlne atif eklenecektir.
statistically significant increase
in the frequency or severity of A reference to the vigilance
incidents as well as the procedure will be included in the
observation period trend plan.
e Yetkili otoritelerle, onaylanmis PR.YGG.01 YGG proseddiriinde ve Vijilans 30.12.2023 QMR
kuruluslarla, iktisadi Yénetim Gézden Gegirme Proseduriinde Yetkili otoritelerle,
isletmelerle ve kullanicilarla Prosediirti onaylanmis kuruluslarla, iktisadi
.et.k'“ P'r sekilde haberlesmek Management Review Procedure @Igtr_nele_ﬂe ve ku!la_mcnarla
icin yontemler ve protokoller iletisim yontemlerinin ve
. protokollerinin tanimlanmasi
e methods and protocols to PR.VLJ.01
communicate effectively with Vijilans Proseduri / Defination of communication
competent authorities, notified Vigilance Procedure methods and protocols with
bodies, economic operators competent authorities, notified
and users; bodies, economic operators and
users in YGG procedure and
Vigilance Procedure
o Diuzeltici faaliyetler dahil olmak PR.DOF.01 DOF prosedirinde Dizeltici 30.03.2023 QMR
Uzere, uygun dnlemleri faaliyetlerin gerekli olabilecegi
tanimlamak ve baslatmak icin Diizeltici-Onleyici Faaliyet cihazlari izlemek ve tanimlamak
sistematik prosedurler Proseduri icin etkili yontemler
Corrective-Preventive Action tanimlanmigtir.
e systematic procedures to Procedure
identify and initiate appropriate Effective methods are defined in
the CAPA procedure to monitor
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measures including corrective
actions

and identify devices for which
corrective actions may be
required.

X. Ekin 4. Kesiminde atifta bulunulan AB tip-inceleme sertifikalarinin bir
suretini; AB tip-inceleme sertifikalari, bagvurunun yapildigi onaylanmis
kurulus tarafindan diizenlenmisse, teknik dokiimantasyon ile
glincellemelerine ve diizenlenen sertifikalara yonelik atif bagvuruya ayrica

dahil edilir.

a copy of the EU type-examination certificates referred to in Section 4 of
Annex X; if the EU type- examination certificates have been issued by the
same notified body with which the application is lodged, a reference to the
technical documentation and its updates and the certificates issued shall also

be included in the application.

EK XI
(Kisim A
Madde 6.2)

ANNEX X1
(Part A
Article 6.2)

imalatgl  tarafindan  kalite  yonetim

sistemine ydnelik benimsenen tim 6geler,
gereklilikler ve hikumler; kalite el kitabi ile
kalite programlari, kalite planlar ve kalite
kayitlart  gibi  yazili  politikalar ve
prosedirler bigiminde, sistematik ve
dizenli bir sekilde dokiimante edilir.

Bu dokiimantasyon, 6zellikle, IX. Ekin
2.2. Kesiminin (a), (b), (d) ve (e)
bentlerinde listelenen tim 6gelerin yeterli
bir tanimini icerir;

Implementation of the quality
management system shall be such as to
ensure that there is compliance with the
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type described in the EU type-
examination certificate and with the
provisions of this Regulation which apply
to the devices at each stage. All the
elements, requirements and provisions
adopted by the manufacturer for its
quality management system shall be
documented in a systematic and orderly
manner in the form of a quality manual
and written policies and procedures, such
as quality programmes, quality plans and
quality records.
That documentation shall, in particular,
include an adequate description of all
elements listed in points (a), (b), (d) and
(e) of Section 2.2 of Annex IX.
EK XI FR.YGG.01 Kalite hedefleri minimum yillik 30.02.2023 UST Yonetim
(Kisim A a) Imalatcinin Kalite Hedefleri Yonetim Gézden Gegirme Toplanti | olarak yonetim gdézden gegirme Management
Madde 6.2) Tutanagi toplantilari sonucunda belirlenir,
a) the manufacturer's quality kayit altina alinir ve takip edilir. QMR
objectives Management Review Meeting
ANNEX Xl Report Quality targets are determined,
(Part A recorded and followed up at least
Article 6.2) annually as a result of
management review meetings.
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istenilen tasarimi ve cihaz kalitesini
gerceklestirme kabiliyetini izleme
yontemleri,

ic Tetkik Prosediirii
Internal Audit Procedure

PL. iCT.01
I¢c Tetkik Programi
Internal Audit Programme

isleyisini ve etkinligi kontrol
etmek icin i¢ tetkik faaliyetleri
yapilmaktadir. Bu faaliyetler i¢
tetkik proseduriinde
tanimlanmistir.

Yillik olarak gercgeklestirilecek i¢

— the methods of monitoring whether RPR.iCT.O1 tetkikler igin program
the operation of the quality I¢ Tetkik Raporu olusturulmaktadir ve
Internal Audit Report gerceklestirilen ic tetkikler

Rev. No. 01
REGULATORY COMPLIANCE PLAN T 30073053
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b) Isletmenin organizasyonu ve 6zellikle:
b) the organisation of the business and in particular:
EK XI — kritik proseduirlere iliskin personel SM.ORG.01 Firmaya katilan yeni personeller Ust Yonetim
(Kisim A sorumluluklarinin atanmasi ile ilgili organizasyon semasina Management
Madde 6.2) organizasyonel yaplilar, idari Organizasyon Semasi eklenmektedir.
personelin sorumluluklari ve onlarin Organization chart insan Kaynaklari
organizasyonel yetkileri, Personeller igin goérev tanimlari Human Resources
ANNEX XI GT.ORG.XX ve vekili olan personeller
(Pan‘A — the organisationa/ structures with the Gorev Tanimi tanimlanmaktadir. QMR
Article 6.2) assignment of staff responsibilities in  |Job Description
relation to critical procedures, the New personnel joining the
responsibilities of the managerial staff company are added to the
and their organisational authority, organization chart.
Job descriptions for the
personnel and the personnel who
are their representatives are
defined.
— kalite yonetim sisteminin isleyisinin PR.ICT.O1 Kalite yonetim sisteminin - QMR

25/29




épt-labd

MEVZUATA UYUM PLANI /
REGULATORY COMPLIANCE PLAN

Dokiman No.

PL.YGG.04

Yayin Tarihi

03.01.2023

Rev. No. 01

Rev. Tarihi

20.07.2023

Madde No.
| Article No
in MDR

Madde Agiklamasi

Article Explanation

ilgili Dokiiman

Related Document

Planlanan Faaliyet

Planned Activity

Planlanan Tarih

Scheduled date

Sorumluluk

Responsibility

EK XI
(Kisim A
Madde 6.2)

ANNEX XI
(Part A
Article 6.2)

management system is efficient and in

particular the ability of that system to

achieve the desired design and device

quality, including control of devices
which fail to conform,

raporlanarak diizeltici faaliyet
bagslatiimaktadir.

Internal audit activities are
carried out to control the
functioning and effectiveness of
the quality management system.
These activities are defined in the
internal audit procedure.

A program is established for the
internal audits to be carried out
annually, and corrective action is
initiated by reporting the internal
audits performed.

PR.KLT.02

Kalite Kontrol Proseduru
Quality Control Procedure

Uriintin uygunlugunu ve kalitesini
kontrol etmek igin kalite kontrol
sistemi kurulmustur. Bu sistem
kalite kontrol proseduriinde
tanimlanmigtir.

A quality control system has
been established to control the
conformity and quality of the
product. This system is defined in
the quality control procedure.

30.03.2023

QMR
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EK XI — Cihazlarin tasariminin, imalatinin Gama Sterilizasyon Validasyonu Dis kaynakli proses olarak - QMR
(Kisim A ve/veya nihai dogrulama ve testinin ya |Kritik tedarikci Sézlesmesi Isinlama sterilizasyonu
Madde 6.2) da bu slreclerin herhangi birinin Gama sterilizasyon sertifikalari yaptiriimaktadir.
bélimlerinin, baska bir tarafgca Gama sterilizasyon validasyonu ve
yuritilmesi durumunda, kalite dogrulamasi Irradiation sterilization is
ANNEX XI yOnetim sisteminin etkili igleyigini ve performed as an external
(Part A Ozellikle diger tarafa uygulanan Gamma Sterilization Validation process.
Article 6.2) kontrolln tipini ve kapsamini izleme Critical supplier Agreement

ydntemleri ve

— where the design, manufacture and/or

final verification and testing of the
devices, or parts of any of those
processes, is carried out by another
party, the methods of monitoring the
efficient operation of the quality
management system and in particular
the type and extent of control applied
to the other party, and

Gamma sterilization certificates
Gamma Sterilization Validation
and Verification

Gama sterilizasyon validasyonu
ve tedarikgi belgeleri ile Grtiin ve
proses givence altina
alinmaktadir. 3 aylik periyotlar ile
gama doz dogrulama calismasi
yapilarak sterilizasyondan emin
olunmaktadir.

Product and process are secured
with gamma sterilization
validation and supplier
documents. Sterilization is
ensured by performing gamma
dose verification studies in 3-
month periods.

— imalatginin bir Gye devlette kayitli

igyerinin bulunmamasi durumunda, bir

yetkili temsilcinin atanmasina yonelik
taslak vekaletname ve vekaletnameyi
kabul etmek icin yetkili temsilciden
alinan niyet mektubu;

Uygulanabilir Degil
NA

Uygulanabilir Degil
NA
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where the manufacturer does not have a
registered place of business in a Member
State, the draft mandate for the
designation of an authorised
representative and a letter of intention
from the authorised representative to
accept the mandate;
EK XI d) imalat asamasindaki dogrulama [PR.KLT.02 Kalite Kontrol Uretim ve sterilizasyon - QMR
(Kisim A ve kalite glivence tekniklerini, Prosedurl / Quality Control sureglerinin yonetimi igin
Madde 6.2) Ozellikle sterilizasyona iligkin Procedure prosedurler mevcuttur. Uriin
kullanilacak suregler ile guvenligi saglamak ve korumak
prosediirleri ve ilgili dokiimanlari  [PR.URT.05 Sterilizasyon icin kalite kontroller
ANNEX XI ve: Proseduru / Sterilization Procedure| yapilmaktadir.
(Part A
Article 6.2) d) the procedures and techniques  |PR.URT.08 Uriin Serbest Birakma | Her bir sterilizasyon déngiistinde
for monitoring, verifying, Prosedurl / Product Release indikatorler ile dogrulama
validating and controlling the Procedure saglanmaktadir.
design of the devices and the
corresponding documentation as Procedures exist for the
well as the data and records management of production and
arising from those procedures sterilization processes. Quality
and techniques. Those controls are carried out to ensure
procedures and techniques shall and protect product safety.
specifically cover:
Verification is provided with
indicators in each sterilization
cycle.

28/29




Dokiman No. | PL.YGG.04
1- l b Yayin Tarihi | 03.01.2023
-1Q MEVZUATA UYUM PLANI / 2ev No ol
REGULATORY COMPLIANCE PLAN o T 50075053
Madde No. | Madde Agiklamasi ilgili Dokiiman Planlanan Faaliyet Planlanan Tarih Sorumluluk
| Article No
in MDR Article Explanation Related Document Planned Activity Scheduled date Responsibility
EK XI e) imalat 6ncesinde, sirasinda ve PR.KLT.02 Kalite Kontrol imalat dncesinde, sirasinda ve - QMR
(Kisim A sonrasinda yurUtllecek uygun Prosedurul / Quality Control sonrasinda yurUtilecek uygun
Madde 6.2) testleri ve denemeleri, bunlarin Procedure testleri ve denemeleri icin kalite
gerceklestiriime sikhgini ve kontrol sistemi olusturulmustur.
kullanilacak test ekipmanini; bu  [PL.KLT.01 Kalite Kontrol Plani Bu proses kalite kontrol
ANNEX XI| test ekipmaninin kalibrasyonunu |Quality Control Plan prosedurinde tanimlanmistir.
(Part A yeterli sekilde geriye dogru
Article 6.2) izlemek mimkdin olur. PL.KLT.02 Final Kontrol Plani A quality control system has

the appropriate tests and trials
which are to be carried out
before, during and after
manufacture, the frequency with
which they are to take place, and
the test equipment to be used; it
shall be possible to trace back
adequately the calibration of that
test equipment.

Final Quality Control Plan

PL.KLT.04 Uriin Serbest Birakma
Kontrol Plani
Product Release Control Plan

PL.STN.01 Girig Kalite Plani

Quality Access Control Plan

PR.KLB.01 Kalibrasyon Prosedurt
Calibration Procedure

Kalibrasyon Plani
Calibration Plan

been established for appropriate
tests and trials to be carried out
before, during and after
manufacturing. This process is
defined in the quality control
procedure.

Tum ekipmanlarin kalibrasyonlari
minimum yillik olarak yaptirilir ve
raporlari saklanmaktadir.

Kalibrasyon periyodu ERP
sistemi Uzerinden takip edilerek
glvence altina alinmigtir.

All equipments are calibrated at
least annually and their reports
are kept.

The calibration period has been
monitored over the ERP system
and secured.
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