SZUTEST

EC CERTIFICATE

AT SERTIFIKA

According to Annex Il 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 Numaras:

AL KOZMETIK SAN. VE

Manufacturer: T-BIYOTEKNOLOJi LABORATUVAR ESTETIK MEDI}
Uretici Tic. LTD. STi. :
Tahtali Mah. Degirmen Yolu (460) Sk. No:10 Nilufer, Bursa, TURKEY

Product(s): 1. Sterile Single Use PRP KIT
Uriin(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; MMO566-P007-R02, MM0566-P007-R03, MM0566-P009-R01,
Referans Rapor No MMO0566-P010-R01, MM0566-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 Il (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 I, 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 restricted 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 concemed with the conformity of the devices with metrologicat requirements

2195 kimiik numarah Onaylanmig Kurulug Szutest, yukarida belirtilen (reticinin 93/42/AT Tibbi Cihaz Yénetmeligi EK li(madde 4
harig) madde 3'iine gére bir kalite yGnetim sistemi uyguladigini, bu yénetim sisteminin yénetmeligin sadece bahsi gegen {rindn dretiminin
gtivenlik koguliarini saglama ve devam ettirme ile ilgili gerekliliklerin karsiladigim beyan eder. Onaylanan bu kalite yénetim sistemi,
93/42/AT Tibbi Cihaz Yénetmeligi EK Il, Madde 5'e gére periyodik olarak gézetime ve habersiz saha denetimlerine tabidir.

Uretici, Griinferinin tasanminda ve yapisinda gergeklestirdigi Gnemli dedisiklikleri Szutest'e bildirmek zorundadir. Steril
kondisyondaki sinif | driinler igin kalite y6netim sistemi degerlendirmesi iretimin steril kondisyonun saglanmasi ve korunmasi yla limitlidir.

Olgtim fonksiyoniu sinif | rinler igin Kalite yonetim sistemi degeriendirmesi tiretimin cihaziarin metrolojik sartlara uyumunu saglamasiyla
limitficlir.

This EC certificate iswalid till 2024-04-25.
Bu AT Sertifikast 2024-04-25 tarihine kadar gegerlidir.
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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 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 Serfifika Numarasi(lar):

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

Product(s): No change
Urin(ler) Degigiklik yok

Reference Report No: MMO0566-PO12-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 adreslen 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 kimlik numaral Onaylanmig Kurulug SZUTEST, yukanda belirtilen dreticinin (AB) 2017/745 Regllasyonu Madde 120(3)'e
ve MDCG 2020-3 rehber dokimanina gtre ¢nemif olmayan bir degisiklik yUrattddging ve bu sebeple etkilenen 83/42/AT
seriifika(lar)indaki bilgilerin yukandaki gibi dedistigini beyan eder, :

Bu dokiiman yetkili oforiteler igin bir onay niteliginde afupj@&'ﬁﬁglaguﬂamzamaz.
) i 76‘4'-

Issue Date/Yayn Tarihi: 2023-06-06 & T " ukiye BALKAN

Deputy General Manager
Genel Mildir Yardimeisi

SZUTEST UYGUNLUK DEGERLENDIRME A.S.
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 gore

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

Manufacturer: T-BiYOTEKNOLOJi LABORATUVAR ESTETIK MEDIKAL
Uretici KOZMETIK SAN. VE TiC. LTD. STI.
Tahtali Mah. Degdirmen Yolu (460) Sk. No:10 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 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
Dedgigikligin Tanim suspended due to non-conformities related to surveillance
audit.
Sternil Tek Kullanumlik Hidrojel Yara Ortiisii driinii gézetim denetiminde tespit
edilen uygunsuzluklara istinaden askiya alinmigtir.

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.
2185 kimlik numarall Onaylanmig Kurulus SZUTEST, yukanda belirtilen ireficinin (AB) 2017/745 Regilasyonu Madde 120(3)'e

ve MDCG 2020-3 rehber dokimamina gore ¢nemli olmayan bir dedigiklik yirittiging ve bu sebeple etkilenen 93/42/AT
sertifika(lar)indaki bilgilerin yukaridaki gibi dedistigini beyan eder.

Issue Date/Yayin Tarihi: 2023-05-09 sl Rukiye BALKAN
Rr Tk Deputy General Manager
Genel Miidiir Yardimeis:

SZUTEST UYGUNLUK DEGERLENDIRME AS.
Tatlisu Mahallesi, Akif inan Sk. No:1 Umnraniye 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 1 20(3)'ye gdre

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

Manufacturer: T-BIYOTEKNOLOJI LABORATUVAR ESTETIK MEDIKAL
Uretici KOZMETIK SAN. VE TiC. LTD. $Ti. -
Head Office Tahtali Mah. Degirmen Yolu (460) Sk. No:10
/Merkez: Nilifer, Bursa, TURKEY
Production Site/:n Dumlupinar Mah. Kuleli Cad. No:3, Nilafer,
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
Uriin(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
Degigikligin Tanimi re-instated.
Steril Tek Kullanimlik Hidrojel Yara Ortiist Griini askidan indirilmigtir.

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 eannot be used as other purposes,
2195 kimiik numarali Onaylanmig Kurulug SZUTEST, yukanda belittilen tireticinin (AB) 2017/745 Regllasyonu Madde 120(3)'e

ve MDCG 2020-3 rehber dokimamina gére G6nemli olmayan bir degisiklik ydrittaging ve bu sebeple eftkilenen 93/42/AT
sertifika(lar)indaki bilgilerin yukaridaki gibi dedistigini beyan eder. )

S UK DB,
Bu dokiman yetkili otoriteler igin bir onay niteliginde olup fa{!ﬂﬁi‘r amagla. k%;!amaz.
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Issue Date/Yaymn Tarihi: 2024-02-01 ukiye BALKAN

Deputy General Manager
Genel Miidir Yardimeis:

SZUTEST UYGUNLUK DEGERLENDIRMEASS.
Tatlisu Mahallesi, Akif inan Sk. Ne: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{lan):

Manufacturer: T-Biyoteknoloji Laboratuvar Estetik Medikal Kozmetik
L] San. Tic.ktd. Sti.
Dumiupinar Mah. Kuleli Cad. No:3, Nilifer, Bursa, TURKEY

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

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

Definition of the Change: Removel of addresses.Production Site and Branch Office
Degigikligin Tanmmi addresses are removed from the EC certificate.
Adreslerin kaldiriimas:. Uretim sahas! ve Sube Ofisi adresleri CE
sertifikasindan kaidinid.

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.

2185 kimlik numarali Onaylanmig Kurulug SZUTEST, yukarida belirtiten treticinin (AB) 2017/745 Reglilasyonu Madde 120(3)'e
ve MDCG 2020-3 rehber dokimanmna gdre énemll olmayan bir dedisiklik yurittdgund 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 amacgla kullanilamaz.

Issue Date/Yaym Tarihi: 2024-07-16 . i o 4 Salih Oguz SAVAS
Mo T : / Deputy General Manager
Genel Miidir Yardimeisi

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

Szutest.com.tr




