AT UYGUNLUK BEYANI

IMALATCI : ISTEM MEDIKAL TIBBI CIHAZ ve SAN. TIC. A.S.

ADRES : Anadolu OSB Mah. 29 Ekim Cad. No:41 Malikdy-Sincan Ankara/Tiirkiye
UROUN : Steril Sodyum Hiyaluronat Jel

TiCARi MARKA : Sensovisc, Artrosupp, Nevaflex, Regenvisc, OptiCore, Giasin, Cartiforce, EliteFlex, Riboline,
Regenart, Flexgel, Sensoflex, So Matrix, Conramend, Synovialflex

MODELLER : Ekte verilmistir.
GMDN 1 44757

SINIFLANDIRMA  : Smif I, Ek IX, Kural 8

GUNLUK DEGERLENDIRME ROTASE: Ek 2

UYGULANABILIR STANDARTLAR: EN ISO 13485:2016, EN ISO 11737-1:2018, EN ISO 11737-2:2020, EN ISO
11135:2014, EN 285+A1:2021, EN ISO 17665-1:2006, EN ISO 14971:2020, ISO/TR 24971:2020, EN ISO 10993-1:2021, EN
ISO 10993-2:2022, EN ISO 10993-3:2015, EN ISO 10993-4:2020, EN ISO 10993-5:2010, EN ISO 10993-6:2017, EN ISO
10993-7:2010, EN ISO 10993-10:2014, EN ISO 10993-11:2018, EN ISO 10993-12:2021, EN ISO 10993-13:2011, EN ISO
15223-1:2021, EN ISO 11607-1:2020, EN ISO 11607-2:2020, EN ISO 14644-1:2016, EN ISO 14644-2:2016, EN ISO 14644-
3:2019, EN 868-5:2019, EN ISO 19011:2018, EN ISO 7886-1:2018, EN ISO 80369-7:2021, EN ISO 20417:2021, EN ISO
17050-1:2010, EN ISO 17050-2:2005, EN 62366-1:2015, MDD 93/42 EEC, MDR 2017/745, MEDDEV 2.7/1 Rev 4:2016,
MEDDEYV 2.12/1 Rev 8:2013, MEDDEV 2.4/1 Rev 9:2010, MEDDEV 2.5/5 Rev 3:1998, MEDDEYV 2.2/3 Rev3:1998, ASTM
F 1980:2021, ASTM F88/F88M:2023, ASTM F1929:2023, EP 10, MDCG 2020-7, MDCG 2020-8, MDCG 2018-6, MDCG
2018-1 rev04, MDCG 2020-3, MDCG 2021-19, MDCG 2022-7, MDCG 2023-3, MDCG 2022-18, MDCG 2020-6, MDCG
2019-9, MDCG 2022-21, MDCG 2020-5.

Mevcut beyan kapsamindaki cihazin 93/42/AT Tibbi Cihaz Direktifine, 2017/745 Tibbi Cihaz Yonetmeligine ve varsa AB
uygunluk beyani diizenlenmesini saglayan diger ilgili Birlik mevzuatma uygun oldugunu beyan ederiz. Bu beyan, tamamen
{ireticinin sorumlulugu altmda yayimlanmigstir. Destekleyici belgeler, imalateimin miilkiyeti altinda tutalur.
ONAYLANMIS KURULUS: NB 2292-Udem Uluslararas: Belgelendirme Denetim Egitim Merkezi
San. ve Tic. A.S.
Adres: Mutlukent Mah. 2073 Sk. No:10 Cankaya — Ankara - TURKIYE

AT SERTIFiKA NUMARASI: M.2021.106.14528 . _
TESCIL TARIHi: 07.05.2021 GECERLILIK TARIHI: 27.05.2024

AT TASARIM INCELEME SERTIKA NUMARASI: M.2021.106.14528-1
TESCiL TARIHI: 07.05.2021 GECERLILIK TARIHI: 27.05.2024

Avrupa Parlamentosu ve Konseyi tarafindan yaymlanan 2023/607 sayil1 Yénetmelik kapsaminda sertifikalarn gegerlilik siiresi
Tiirkiye Saghk ve ilag Tibbi Cihaz Kurumu tarafindan 31/12/2027 tarihine kadar uzatilmstir.
DUZENLENME YERI, TARIH: ANKARA, 23.05.2025

iIMZA: LEVENT HAYYAOGLU NAZMIYE CUMALI

ENEL MUDUR KALITE G ngyﬁ

DiKAL
SAN. TIC.AS. //
Ekim Cd. No:41 Mahkoy
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EC DECLARATION OF CONFORMITY

MANUFACTURER : ISTEM MEDIKAL TIBBI CIHAZ ve SAN. TIC. AS.
ADDRESS : Anadolu OSB Mah. 29 Ekim Cad. No:41 Malikdy-Sincan Ankara/Turkey
PRODUCT : Sterile Sodium Hyaluronate Gel

TRADE MARK : SensoVisc, ArtroSupp, NevaFlex, RegenVisc, Giasin, OptiCore, Cartiforce, EliteFlex,
Riboline, So Matrix, Flexgel, Sensoflex, Rejenart, Synovialflex, Conramend

MODELS : It is given in Annex.
GMDN : 44757

CLASSIFICATION : Class III, Annex IX, Rule 8

CONFORMITY ASSESSMENT ROUTE: Annex II (Including Section 4)

APPLICABLE STANDARDS: EN ISO 13485:2016, EN ISO 11737-1:2018, EN ISO 11737-2:2020, EN ISO 11135:2014,
EN 285+A1:2021, EN ISO 17665-1:2006, EN ISO 14971:2020, ISO/TR 24971:2020, EN ISO 10993-1:2021, EN ISO 10993-
2:2022, EN ISO 10993-3:2015, EN ISO 10993-4:2020, EN ISO 10993-5:2010, EN ISO 10993-6:2017, EN ISO 10993-
7:2010, EN ISO 10993-10:2014, EN ISO 10993-11:2018, EN ISO 10993-12:2021, EN ISO 10993-13:2011, EN ISO 15223-
1:2021, EN ISO 11607-1:2020, EN ISO 11607-2:2020, EN ISO 14644-1:2016, EN ISO" 14644-2:2016, EN ISO 14644-
3:2019, EN 868-5:2019, EN ISO 19011:2018, EN ISO 7886-1:2018, EN ISO 80369-7:2021, EN ISO 20417:2021, EN ISO
17050-1:2010, EN ISO 17050-2:2005, EN 62366-1:2015, MDD 93/42 EEC, MDR 2017/745, MEDDEYV 2.7/1 Rev 4:2016,
MEDDEV 2.12/1 Rev 8:2013, MEDDEV 2.4/1 Rev 9:2010, MEDDEV 2.5/5 Rev 3:1998, MEDDEV 2.2/3 Rev3:1998,
ASTM F 1980:2021, ASTM F88/F88M:2023, ASTM F1929:2023, EP 10, MDCG 2020-7, MDCG 2020-8, MDCG 2018-6,
MDCG 2018-1 rev04, MDCG 2020-3, MDCG 2021-19, MDCG 2022-7, MDCG 2023-3, MDCG 2022-18, MDCG 2020-6,
MDCG 2019-9, MDCG 2022-21, MDCG 2020-5.

We herewith declare that the device that is covered by the present declaration is in conformity with 93/42/EEC Medical
Device Directive, 2017/745 Medical Device Regulation and, if applicable, with any other relevant Union legislation that
provides for the issuing of an EU declaration of conformity. This declaration is issued under the sole responsibility of the
manufacturer. Supporting documentation is retained under the premises of the manufacturer.

NOTIFIED BODY: NB 2292-Udem Uluslararas: Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S.
Address: Mutlukent Mah. 2073 Sk. No:10 Cankaya — Ankara - TURKEY

EC CERTIFICATE NUMBER: M.2021.106.14528
REGISTRATION DATE: 07.05.2021 EXPIRY DATE: 27.05.2024

EC DESIGN EXAMINATION CERTIFICATE NUMBER: M.2021.106.14528-1
REGISTRATION DATE: 07.05.2021 EXPIRY DATE: 27.05.2024

Within the scope of the regulation 2023/607 published by the European Parliament and the Council, the validity period of the
certificates has been extended by the Turkish Medicines and Medical Devices Agency until 31/12/2027.

PLACE, DATE OF ISSUE  : ANKARA, 23.05.2025

SIGNATURE: EVENT HAY AOGLU NAZMIYE CUMALI }/
ERA 3 G

QUALITW&N
o . a:vmu m 56 64 /
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MODELS

Trade Name

Package

Box

Product Name

SENSOVISC

08699415730651

08699415730651

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%1)

08699415730668

08699415730668

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe
(%1.6)

08699415730675

08699415730675

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%2)

08699415730682

08699415730682

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled Syringe(%2)

08699415730699

08699415730699

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled Syringe
(%2.5)

NEVAFLEX

08699415732532

08699415732532

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%1)

08699415732549

08699415732549

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe
(%1.6)

08699415732556

08699415732556

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%2)

08699415732563

08699415732563

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled Syringe(%2)

08699415732570

08699415732570

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled Syringe
(%2.5)

OPTICORE

08699415733577

08699415733577

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%1)

08699415733584

08699415733584

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe
(%1.6)

08699415733591

08699415733591

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%2)

08699415733607

08699415733607

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled Syringe(%2)

08699415733614

08699415733614

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled Syringe
(%2.5)
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Trade Name

Package

Box

Product Name

REGENVISC

08699415732648

08699415732648

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%1)

08699415732662

08699415732662

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%2)

08699415732686

08699415732686

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled
Syringe(%2.5)

ARTROSUPP

08699415732488

08699415732488

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%1)

08699415732495

08699415732495

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled
Syringe(%1.6)

08699415732501

08699415732501

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%2)

08699415732518

08699415732518

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled Syringe(%2)

08699415732525

08699415732525

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled
Syringe(%2.5)
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Trade Name

Package

Box

Product Name

GIASIN

08699415733676

08699415733676

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%1)

Cartiforce

08699415733768

08699415733768

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%1)

08699415733775

08699415733775

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe
(%1.6)

08699415733782

08699415733782

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%2)

08699415733799

08699415733799

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled Syringe(%2)

08699415733805

08699415733805

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled Syringe
(%2.5)
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Trade Name

Package

Box

Product Name

EliteFlex

08699415733867

08699415733867

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%1)

08699415733874

08699415733874

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe
(%1.6)

08699415733881

08699415733881

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%2)

08699415733898

08699415733898

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled Syringe(%2)

08699415733904

08699415733904

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled Syringe
(%2.5)

Riboline

08699415733812

08699415733812

Sterile Sodium
Hyaluronate Gel-2 mi
Prefilled Syringe(%1)

08699415733829

08699415733829

Sterile Sodium
Hyaluronate Gel-2 mi
Prefilled Syringe
(%1.6)

08699415733836

08699415733836

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%2)

08699415733843

08699415733843

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled Syringe(%2)

08699415733850

08699415733850

Sterile Sodium
Hyaluronate Gel-3 mi
Prefilled Syringe
(%2.5)

08699415734093

08699415734093

FLX-2-20

Sterile Sodium
Hyaluronate Gel-2 mi
Prefilled Syringe(%1)

08699415734123

08699415734123

FLX-2-32

Sterile Sodium
Hyaluronate Gel-2 mi
Prefilled
Syringe(%1.6)

08699415738107

08699415738107

FLX-2-40

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%2)

08699415738114

08699415738114

FLX-3-60

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled Syringe(%2)

08699415738121

08699415738121

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled
Syringe(%2.5)

TD-37-DEC REV14 23.05.2025




Trade Name

Package

Box

Product Name

Sensoflex

08699415734093

08699415734093

SLX-2-20

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%1)

08699415734109

08699415734109

SLX-2-32

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe
(%1.6)

08699415737070

08699415737070

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%2)

086994157337087

086994157337087

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled Syringe(%2)

086994157337094

086994157337094

SLX-3-75

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled Syringe
(%2.5)

Rejenart

08699415734017

08699415734017

Sterile Sodium
Hyaluronate Gel-2 mi
Prefilled Syringe(%1)

08699415734024

08699415734024

Sterile Sodium
Hyaluronate Gel-2 mi
Prefilled Syringe
(%1.6)

08699415734031

08699415734031

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%2)

08699415734048

08699415734048

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled Syringe(%2)

08699415734055

08699415734055

Sterile Sodium
Hyaluronate Gel-3 mi
Prefilled Syringe
(%2.5)

So Matrix

08699415733621

08699415733621

Sterile Sodium
Hyaluronate Gel-2 mi
Prefilled Syringe(%1)

08699415733638

08699415733638

Sterile Sodium
Hyaluronate Gel-2 mi
Prefilled Syringe
(%1.6)

08699415733645

08699415733645

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%2)

08699415733652

08699415733652

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled Syringe(%2)

08699415733669

08699415733669

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled Syringe
(%2.5)
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Trade Name

Package

Box

Product Name

Conramend

08699415738152

08699415738152

CON-2-40

Sterile Sodium
Hyaluronate Gel-2 ml
Prefilled Syringe(%2)

08699415738169

08699415738169

CON-3-60

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled Syringe
(%2)

08699415738176

08699415738176

CON-3-75

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled
Syringe(%2.5)

Synovialflex

08699415738213

08699415738213

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled Syringe
(%2.0)

08699415738220

08699415738220

VIA-3-75

Sterile Sodium
Hyaluronate Gel-3 ml
Prefilled Syringe
(%2.5)
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