
@ sanfteks
DECI,ARATION OF CONF0.RMITY

Name and address of the producer SANITEKS d.d., ul Tone Hrouata br. 2,
77230 Velika KladuSo.Bosna i Hercegouina

Name of Product/ medical deuce Plaster of Paris bandages

Design of product Width S - 3O cm, Lenght 2 - 5 m

Class of Product I, ntle 1

Category of Product
X- disoosable product

Es se ntial requireme nts According to Annex I, Drectiue for Medical
Deuices 93/ 42/ EEC

Applied directiue and Annex for
conformitg assessmenf

Drectiue for Medical deubes 93/ 42/ EDC, Annex
VII and Appendix to Directiue 2007/ 47/ EC

Applied standards and
reEtlations

Stand.ards Lnnnonized with Drectiues
93/ 42/ EEC and 2007/ 47/ EC, laws, rule books
and quidelines for Medical deuices

Notification bodg
Det Norske Veritas Certification AS, Veitasueien
1, 1322 Hovilg Norutag,
Id e ntiftcatio n N o. O 4 3 4

ISO Certiftcate 13485:2O12, No. 1 68 9 8 3 -2 0 1 4 -AQ -H RV-NA

Number o1-190/ 17
EC Representatiue Dr. Dario Giouanardi, Via castelletto, n. 63

36016 Thiene (VI), Itatia
E-mail: daio. oiouanardi(fu oste. it

dario. sio u anardi@ib ero. it

Date 04.O5.2017. gears

Person in cttarqe
AhmetZali6,
Executiue Manager for Qualitu and Deuelopment

Signature of Person in charqe lLj-,s^'
Stamp 6"Ei\

(i sanrteks )
t^Ir^oV


