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ERTIFIKASI
CERTIFICATE OF CONFORMITY

BASVURU SAHIBI/ APPLICANT:
PAKTEN SAGLIK URUNLERI SANAY] VE TICARETA.$ e -
BASPINAR (ORGANIZE) OSB MAH. 0.S.B. 2. BOLGE 83221 NOLU CAD. NO: 9 SEHITKAMIL/ GAZIANTEP TURKIYE

URETICI MANUFACTURER:
PAKTEN SAGLIK URUNLERI SANAY] VE TICARETA.$ e e
BASPINAR (ORGANIZE) OSB MAH. 0.8.B. 2. BOLGE 83221 NOLU CAD. NO: 9 SEHITKAMIL/ GAZIANTEP TURKIYE

UR{N/ PRODUCT: Baby Diaper, Patient (Adult) Diaper, Baby Change Pad, Absorbent Pants (Adult Pants),
Underpad Covering (Bed Sheet) . -
Cocuk Bezi, Yetigkin Hasta Bezi, Bebek Bakim Ortiisli, Emici Kililot, Yatak Koruyucu Ortd

URUN SINIFI | PRODUCT CLASSIFICATION: SINIF | - CLASS |

ILGILI STANDARTLAR/ RELATED STANDARDS

TS EN ISO 13688, EN 1SO 13485:2016/A11:2021, EN 1SO 14971:2019/A11:2021, EN 1SO 15223-1:2021, EN IS0 10993-23:2021,

MEDDEYV, 2.12/1 Rev.8, MEDDEV. 2.12/2 Rev.2, MEDDEV 2.7.1 Rev.4, NBOG 2010-1, EN 17141:2020, ISC 2858-1:1999/AMD 1:2011,

EN ISO 14644-1:2015, EN 1SO 14844-2:2015, EN iSO 14644-3:2019, EN 1SO 14644-4:2001, EN 1SO 14644-5:2004, EN 1SO 14644-6:2007,
ISO/TR 24971:2020, EN ISO/IEC 17050-1:2010, EN 1SO 20417:2021, EN 62366-1:2015/A1:2020, EN 1SO 10993-1:2020, EN ISO 10993-5:2009,
ISO 10993-10:2021, EN ISO 10993-18:2020, MDCG 2021-24, MDCG 2020-13, MDCG 2020-8, MDCG 2020-7, MDCG 2020-6, MDCG 2020-5,
MDCG 2022-4, MDCG 2020-3, ISO/TR 20416:2020.

ILGILI DIREKTIFLER/ RELATED DIRECTIVES

93/42/EEC MEDICAL DEVICE DIRECTIVE

93/42/AT TIBBI CIHAZ YONETMELIGI

MEDICAL DEVICES REGULATION 2017/745 (EU) ANNEX XI IS SELECTED AS CONFORMITY ASSESSMENT METHOD.
TIBBI CIHAZLAR YONETMELIGI 2017/745 (AB) EK XI, UYGUNLUK DEGERLENDIRME YONTEMI

SERTIFIKAYON ZEMINI / CERTIFICATION GROUND
TEKNIK DOSYA | TECHNICAL FILE: FWA-PAK-CE-001

Bu sertifika, imalatginm kendi talebi fizerine hazrlanmistir. Bu sertifika sadece yukanida belirtilen Griiner) igin gegeriidir. Bu sertifika, imalatg! tarafindan hazirlanan uyguniuk
beyaninin meveut olduguny teyit eder. 93/42/EEC Tibbi Cihazlar Direkiifi ve Tibbi Cihazlar Yénetmeli§i 2017/745 (AB) ilgili standartlara veya yukandaki triin(jer)in piyasaya
arzindan 8nce gerekdi tim uyguniuk degerlendirme faaliyetlerinin yerine getirilmesi tamamen iireticinin sorumlulufundadir. 93/42/[EEC Ek V/1 uyarinca tamiteknik dosya hazirlamalc
Greticinin sorumiulugundadir. Oriin(ler)e CE igareti ilistirmeden dnce gerekli tiim dnlemleri almak Ureticinin sorumlulufundadr. / This ceriificate has been issued according to the
voluntary applicaticn of the manufacturer. This certificate is valid only far the product(s) in above mentioned. This certificate confirms that the decleration of conformity which is
prepared by manufacturer is available. f's manufacturer's sole responsibility to meet all the neccessary conformity assessment activities according to 93/42/EEC Medical Devices
Directive and Medical Devices Regulation 20171745 (EU) related standards or the mentioned product(s) before placing them on the market. it is the manucturer's responsibility to
comply a fusll technical file according to Annex Vi1 of 93/42/EEC and the manufacturer is the responsible to take all necessary actions before affixing CE mark on the product(s)

Sertifika Numarasi / Certificate No: FWA-PAK-2023-80081-TR
Sertifika Verilis Tarihi / Certificate Issue Date: 02.05.2023
Sertifika Gegerlik Tarihi / Certificate Validity Date: 01.05.2024

QC-970-Rev05-DE

S (S

FWA TECHNICAL CONTROL AND CERTIFICATION
Certificate validity information certificate@fwazertifizierung.com you can check at.
Burgstadter Strasse 10 09385 Hartmannsdorf Country : Germany E-mail: certificate@fwazertif K
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