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timto potvrzuje, Ze u zdravotnickych prostiedki hereby declare that for medical devices

TAMPONY Z BUNICITE VATY, sterilni CELLULOSE WADDING TAMPONS, sterile
(B-CELLIN S, CELLIN S) (B-CELLIN S, CELLIN S)

bylo provedeno posouzeni shody jejich vlastnosti was made an assessment of conformity their properties
s pozadavky na bezpecnost vyrobkii stanovenymi with the safety requirements of products provided for
zakonem a technickymi piedpisy. by law and regulations.

Prohlasujeme, We declare

Ze vySe uvedené zdravotni prostiedky spliiuji ustanoveni | that those medical devices meet the provisions of the
Smérnice Rady ES o zdravotnickych prostiedcich EC Council Directives concerning medical devices
93/42/EEC as amended by Council Directive

93/42/EHS, ve znéni smérnice Rady 2007/47/ES a
zakona ¢. 268/2014 Sb. 2007/47/EC and are in accordance with their intended
uses.

o zdravotnickych prostiedcich a jeho provadécimi
vyhlaskami, kterymi se stanovi technické pozadavky,
a ze jsou zdravotnické prostiedky pfii jejich uréeném
ucelu pouziti bezpecné, ucinné a vhodné.
Conformity assessment procedure:

Postup prokazovani shody:
Dle Ptilohy II s vyjimkou ¢asti 4 Smérnice 93/42/EEC According to Annex II excluding point 4 of Directive

ve znéni pozdéjSich piedpisti. 93/42/EEC as amended by later directive.

Klasifikace: Classification:
V souladu s ¢lankem 9 a piilohou IX Smérnice According to the Article 9 and Annex IX of the
93/42/EHS jsou vSechny pfedmétné vyrobky zafazeny Council Directive 93/42/EEC concerning medical
do devices as
Tridy Is Class Is
The products are sterile.

Vyrobky jsou sterilni.

MERTLIN s.r.o

120 734 789 999 « E-mail: info@mertlin

1 744, 549 41 Cerveny Kostelec

mertlin.cz

Registered in the Commercial Register maintained

) 46507850 « VAT ID CZ46507850




MERTLIN

[he Quality for Medical Care

We are leading manufacturers of medical
and hygiene devices in Central Europe
We are prou(l successors of the family-run 2 / 3
company of Batist established in 1992
PROHLASEN{ O SHODE C. 11 DECLARATION OF CONFORMITY NO. 11
_ Notifikovana osoba: . Notified body:
TUV Rheinland Italia S.r.l., TUV Rheinland Italia S.r.l.,
Via Mattei,3 — 20010 Pogliano Milanese, Italie Via Mattei,3 — 20010 Pogliano Milanese, Italy
NB 1936 NB 1936
Cislo certifikatu: HD 60138168 Certificate no.: HD 60138168
Pouzité harmonizované normy: Applied harmonized standards:
CSN EN ISO 13485 ed.2:2016 EN ISO 13485 ed.2:2016
Zdravotnické prostredky — Systémy managementu Medical devices — Quality management system —
Jakosti — Pozadavky pro iicely prredpisii. Requirements for regulatory purposes.
CSN EN ISO 14971:2020 EN ISO14971:2020
Zdravotnické prostredky — Aplikace Fizeni rizika na Medical devices - Application of risk management
zdravotnické prostiedky. to medical devices.
Platnost do: Valid until:
3.10.2023 3.10.2023
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Piiloha: Seznam referencnich ¢isel vyrobki
Attachment: Summary of products Article numbers

Nazev Trida
REF Name Class
1230213120 B-CELLIN S Tampon sterilni z bunicité vaty, 420ks ;
B-CELLIN S Cellulose Wadding Tampon sterile per 20 pcs s
1230213121 B-CELLIN S Tampon sterilni z buni¢ité vaty, 450ks Is
B-CELLIN S Cellulose Wadding Tampon sterile per 50 pcs
1230213122 B-CELLIN S Tampon sterilni z buni¢ité vaty, 42ks [
B-CELLIN S Cellulose Wadding Tampon sterile per 2 pcs s
1230213123 B-CELLIN S Tampon sterilni z bunicité vaty, a3ks I
7 B-CELLIN S Cellulose Wadding Tampon sterile per 3 pcs s
1230213129 B-CELLIN S Tampon sterilni z buni¢ité vaty, 410ks Is
B-CELLIN S Cellulose Wadding Tampon sterile per 10 pcs
1230263120 CELLIN S Tampon sterilni z buni¢ité vaty, a20ks Is
CELLIN S Cellulose Wadding Tampon sterile per 20 pcs )
1230216121 CELLIN S Tampon sterilni z buni¢ité vaty, 450ks [
CELLIN S Cellulose Wadding Tampon sterile per 50 pcs s
1230216122 CELLIN S Tampon sterilni z buni¢ité vaty, 42ks Is
CELLIN S Cellulose Wadding Tampon sterile per 2 pcs
1230216123 CELLIN S Tampon sterilni z buni¢ité vaty, a3ks [
CELLIN S Cellulose Wadding Tampon sterile per 3 pcs s
1230216129 CELLIN S Tampon sterilni z buni¢ité vaty, 410ks Is
CELLIN S Cellulose Wadding Tampon sterile per 10 pcs
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