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This certificate shows that the medical devices - qualily managem
approved by PCA Gertification for the following scope, the validity of the certificate depends on the company’s pass the annual

surveillance audits and company's maintenance the related management system conditions according to international

accreditation criteria

SCOPE

Production of single use battery powered surgical/surgical lavage system

Certificate No
Registration Date
Reissue Date

Expiry Date
Certificate Period

Exclusion

GROUP CODE
B-D

: TC-75008
1 04.12.2017
1103220

:0312.2022

. 3 Years (From the date of registration) ACCRED!TED

1 73/753/754/7592/7510/834

Management
Systems
Certification Body
PCA Certification Approuval
PCA Sertifikasyon Hizmetleri Limited $irketi
Orta Mah. Ordu Sk. Izpark C Biok No:26/23 Kartal /ISTANBUL
Tel:+90 216 510 63 48-49 Pbx Faks: +90 216 517 63 49
www.pea-tr.com  info@pea-tr.com FR.86 Rev.4

ent system (EN ISO 13485:2016) of the above company was
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Bu sertifika yukaridaki kurulusa ait tibbi cihazlar kalite yonetim sisteminin (EN 150 13485:2016) asadidaki kapsam
cercevesinde PCA Sertifikasyon tarafindan onaylandiim gostermekte olup, sertifikamn gecerliligi kurulusun yilhk gizetim
denetimlerinden gecmesine ve uluslararast akreditasyon kurallar geregince ilgili yonetim sisteminin sartlarint devam
ettirmesine baghdur.

KAPSAM

Batarya ile cahgan tek kullantmhk cerrahi/ortopedik lavaj sistemi tiretimi

GRUP KODU

B-D
Sertifika No 1 TC-75008
Tescil Tarihi 1 0412.2017
Yeniden Basim Tarlhi 10122021
Gecerlilik Tarihi 1 03.12,2022
Belge Periyodu 1 3 Yl (Tescil Tarihinden itibaren) ACCRED‘TED,
Harig Tutma :7.3/753/754/7592/7510/834
Management
Systems
Certification Body
W RS S
Y | PCA Sertifikasyon Onay:
| PCA Sertifikasyon Hizmetleri Limited Sirketi
| Orta Mah. Ordu Sk. izpark C Blok No:26/23 Kartal / ISTANBUL
Tel: +90 216 510 63 45-49 Pbx Faks: +90216 517 63 49
www.pca-tr.com info@pca-tr.com FR.86 Rev.4
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