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EC Certificate
Full Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-ll Section 3

Certificate Number: 1984-MDD-18-498
We hereby declare that an examination of the under mentioned full quality
assurance system has been carried out following the requirements of the national
legislation to which the undersigned is subjected, transposing annex Il (with the
exemption of section 4) of the Directive 93/42/EEC on medical devices. We certify
that the full quality assurance system conforms with the relevant provisions of the
aforementioned directive.

Organization:

ALFAKIN S.R.L

Garlasco (PV) Piazza della Repubblica 22, CAP 27026, Italy

Product: Sterile Sodium Hyaluronate 1.6 % for intra-articular use in pre-filled

syringes Class: Ill
Product: Sterile Sodium Hyaluronate 2% for intra-articular use in pre-filled syringes
of 2ml & 4ml Class: IlI

The products defined at the enclosure which is the part of this certificate and
contains one (1) pages. The certificate is valid till expiration date, subject to
successful completion of periodical surveillance audits. Please contact Kiwa for
details.

Design Examination according to Medical Devices Directive 93/42/EEC Annex-ll
Section 4 certificate is also mandatory for class Ill devices covered by this certificate.

Report Number: M.4569.05
Date of first issue: 14 March 2018
Date of last issue: 20 March 2020
Revision Number: 02

Expiry Date: 27 May 2024
Muhtesem Gokhan Yiicel
20 March 2020, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepeéren-Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com
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Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-il.3
Certificate Number: 1984-MDD-18-498, Revision Number:02

Concerned medical devices;

Product

Model Number

JOYFLEX 2% (40 mg/2ml)

VISCOMEN 2% (40 mg/2ml)

CONDRONIL IALDUE (40 mg/2ml)

JALOFIX 40 (40 mg/2ml)

SINTIAL 2% (40 mg/2ml)

EGANIS ONE 2% (40 mg/2ml)

Sterile Sodium Hyaluronate 2% for intra-articular

NANOFLEX 2% (40 mg/2ml)

use in pre-filled syringes of 2ml & 4ml

VISCOTEC 2% (40 mg/2ml)

ADBIOJAL INTRA 2%

LOCTOSPAN

IALFLEX 40

JOYFLEX ONE (80 mg/4ml)

IALFLEX 80 (80 mg/4ml)

RENILAST

JOYFLEX 1.6%

ARTROSULFUR HA 1.6% (3 syringes)

Sterile Sodium Hyaluronate 1.6 % for intra-

ARTROSULFUR HA 1.6% (1 syringe)

articular use in pre-filled syringes of 2ml

CONDRONIL IAL 1,6%

COLLAFLEXIN 1.6%

Kiwa Belgelendirme Hizmetleri A.S. is Notified Body under Council Directive
93/42/EEC concerning medical devices with identification number: 1984

20 March 2020, Istanbul, Turkey

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepedren-Tuzla, istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74
Web: www.kiwa.com.tr , e-mail: posta@kiwa.com

u@wﬂ

Muhtesem Gokhan Yiicel
Head of Notified Body
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EC CERTIFIKAT

Uplny systém zabezpeéeni kvality v souladu s pozadavky
Smérnice o zdravotnickych prostiedcich 93/42/EHS Priloha Il, Odstavec 3
Cislo certifikatu: 1984-MDD-18-498

Timto prohlasujeme, Ze probéhlo posouzeni typu nize uvedeného Upiného sytému
zabezpeceni kvality podle poZzadavk( narodni legislativy, kterd se vztahuje na nize
podepsaného, transponovaném Pfilohou Il (Kromé odstavce 4), Smérnice 93/42/EHS
o zdravotnickych prostfedcich. Timto prohlasujeme, Ze tento Uplny systém
zabezpeceni kvality je v souladu s pfislusSnymi ¢astmi vySe uvedené smérnice.

Organizace: ALFAKIJN S.R.L.

Garlasco (PV) Piazza della Repubblica 22, CAP 27026, Italie

Produkt: Sterilni Hyaluronat Sodny 1,6% pro intraartikularni pouZiti v pfedplnénych

stfikackach Trida: 1l
Produkt: Sterilni Hyaluronat Sodny 2% pro intraartikuldrni pouziti v pfedplnénych
stfikackach s objemem 2ml a 4ml Trida: 1l

Produkty jsou uvedené v pfiloze, kterd je soucasti certifikatu a obsahuje jednu stranu.
Certifikat je platny do data ukonéeni platnosti, podléha uspéSnému ukoncéeni
periodickych dozorovych audit(l. Kontaktujte, prosim, Kiwa, pro vice informaci.

Pro prostfedky tfidy Il zahrnutych vtomto certifikdtu je také povinny certifikat
posouzeni typu podle Pfilohy Il Odstavec 4 Smérnice o zdravotnickych prostredcich
93/42/EHS.

Cislo zpravy: M.4569.05
Datum prvniho vydani: 14.3.2018

Datum posledniho vydani: 20.3.2020

Cislo revize: 02

Datum ukonceni platnosti: 27.5.2024

20.3.2020, Istanbul, Turecko LLL j 2 : Lﬂj

Muhtesem Gokhan Yicel

vedouci notifikované osoby

Kiwa Gertification Services Inc.

[TOSE 9. Cad. No.15 Tepedren, Tur'a, Istanbul, Turkey
Tel.: 480 216 555 25 75, Fauw +90 216 563 25 T4
Web: waw kiva com. ir , e-mall. postakiwa comuly
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Zahrnuté zdravotnické prostredky:
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Uplny systém zabezpeceni kvality v souladu s pozadavky
Smérnice o zdravotnickych prostiedcich 93/42/EHS, Priloha Il, Odstavec 3
Cislo certifikatu: 1984-MDD-18-498, Cislo revize: 02

Produkt

Cislo modelu

Sterilni Hyaluronat Sodny 2%
pro intraartikuldrni pouziti

v predplnénych sttikackach

s objemem 2ml a 4ml

JOYFLEX 2% {40 mg/2ml)

VISCOMEM 2% (40 n'rgﬂrrh_l:!_ |

CONDRONIL |ALDUE {40 mg/2mi)

| JALOFIX 40 (40 mg/2mi)

SIMTIAL 2% (40 mg/2ml)

. EGANIS ONE 2% (40 mg/2ml)

MAMDFLEX 2% (40 mg/2mil)

“VISCOTEC 2% (40 mg/2ml}

ADBIOJAL INTRA 2%

LOCTOSPAN

IALFLEX 40

"JOYFLEX ONE (80 mg/dml)

IALFLEX B0 [80 mg/4mi]

REMILAST

Sterilni Hyalurondt Sodny 1,6%
pro intraartikularni pouziti

v predplnénych stfikackach

s objemem 2ml

JOYFLEX 1.6%

ARTROSULFUR HA 1.6% (3 s_lrﬁnges]

| ARTROSULFUR HA 1.6% (1 syringe)

CONDRONIL 1AL 1,6%

COLLAFLEXIN 1.6%

20.3.2020, Istanbul, Turecko

CERTIFICATE

Kiwa Gertification Services Inc.

[TOSE 9. Sad. No.15 Tepedren, Tuza, Istanbul, Turkey
Tel: 480 216 5953 25 75 , Faxr #90 216 503 25 74

Wob: waw kivacom.ir . e-mall. postaihiwa comulr

Kiwa Certification Services Inc. je notifikovana osoba podle Smérnice
93/43/EHS o zdravotnickych prostfedcich s identifikacnim ¢islem: 1984

MQ-D.W,«)

Muhtesem Gokhan Yicel

vedouci notifikované osoby




