KOPLIA Tikga

EC DECLARATION OF CONFORMITY

o FRerminl RadBAn

We, CHIRANA T. Injecta, a.s. settled at
Nam. Dr.Alberta Schweitzera 194,
916 01 Stara Tura, SLOVAKIA,

being of manufecturer of _
STERILE SINGLE USE MEDICAL DEVICES

Products:
I.V. CANNULA - CHIRAFLEX

Varipus sizes and versions

of intended use to provide access into the peripheral vascular system for
administration of Hads and drugs and for withdrawal of blood
classified as Class Ha.according to classification in Annex IX, rule 2
of the MDD 83/42/FFC,

declare that above mentioned products are in corformity
- with provisions of Annex [ of the EC Council Directive 93/42/EEC of June 14%,
1993 inciuding revislon 200774 F/EEC concerning medical devices which
apply to them,
= with provisions of specfication TPF 330-0404-03, STN EN ISQ 10555-5, 150
11135-1:2007, STNEN SO 14971:2007
and have been subject to following contformily assessment procedure laid down in
the EC Councli Directive 93/42/EEC Arlicle 11,3(a) relating to the Production
Quality Assurance set out n Anrex [I, vnder the supervision of Det Norske Veritas
#5 4 Notified Body of No. 0434 and
~ with the certificate No 5995-2007-CE-NOR dated of 267 July 2007,
The products are marked with CE (434, e
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EC DECLARATION OF CONFORMITY

PRODUCTS: -
LV. CANNULA CHIRAFLEX

Versions: CHIRAFLEX oF CHIRAFLEX SAFETY

Varfants: with injection part
without injection port
without injection port dnd without wings
without injection port nad with small wings
without lnfection port and with wings
with free way stop cock
with port, snap fit ca pand suturable wings

Siges: 146, 166, 176, 186, 20G, 22G, 264G, 266
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Vertimas is anghy kaibos
(Logotipas) CHIRANA T. Injecta, a.s

Dr. Schweitzero g. 194 Dtrekty;
Slovakijos respublika Juozas
Sertifikuota: DNV, Norvegijos akreditavimo tarnybos 002, ISO 13485 sertifikavimo centras

Imonés kodas: 36794618
PVM kodas: SK2022402822
Bankas:

Sritis:

SWIFT:

Saskaitos nr./IBAN:

# | DOKUMENTAMS |

EB ATITIKTIES DEKLARACIJA

Mes, Chirana T. Injecta, a.s. jsikurusi Dr. Schweilzera g. 194, 916 01 Stara Turoje, Slovakijos respublikoje,
badami STERILIY VIENKARTINIY MEDICINOS PRIETAISY gamintojai,
Produkty grupe:

I.V. KANIULES - CHIRAFLEX
DydZiai: - jvairas
Numatomi naudoti periferiniy kraujagysiiy sistemos skyséiy administravimui ir viasty pa$alinimui i$
kraujo, kiasifikuojami pagal Il klase, remiantis MDD 93/42/EEB taisykles antros IX priedu.

deklaruofama, kad iSvardinti produktai atitinka:

- 1993 m. birZelio 14 d. EB Tarybos direktyvos 93/42/EEB | priedo medicinos prietaisy siGlymus,
[skaitant ir 2007/47/EEB medicinos prietaisy patikrinima, kuris priklauso pagal aukSiau minétg
direktyva;

- Specifikacifos sitlymus TPF 320-0404-03, STN EN ISO 10555-5, STN EN ISO 11135-1:2007, STN
EN SO 14971:2007

- sglygoje, kad atitiko EB Tarybos direktyvos 93/42/EEB priedo 11.3(a) produkty kokybés apsaugos
vertinimus, isdestytus priede Il, su prieZidgra Nolifikuotos jstaigos Det Norske Veritas sertifikate Nr.
0434.

- sertifikate 5995-2007-CE-NOR, pasirasytame 2007 m. liepos 26 d.

Produktai pazymeti CE 0434 Zenkiu.

_(parasas)
Ing. Martin Hyro$$
kokybés ir reguliavimo direktorius

(antspaudas)

Tel. +421/32/7752801 Faks. +421/32/7753854 www.t-injecta.com Psl. 1/2
lfrauktas | Trencin apylinkés rejestro skyriy, nr. 10272/R



EC ATITIKTIES DEKLARACIJA

PRODUKTALI:
LV. KANIULES CHIRAFLEX

VERSIJOS: CHIRAFLEX ARBA CHIRAFLEX SAUGUS

Variantai:

Su infekeiniu langu

Be injekcinio lango

Be injekcinic lango ir be sparneliy

Be injekcinio lango ir su maZais sparneliais
Be injekcinio lango ir su sparneliais

Be stabdancio &iaupo

Su langu, ,snap fit‘, su iSpléstais sparneliais

Dydziai: 14 G, 16 G, 17 G, 18 G, 20 G, 22G, 24G, 26 G

Direkio:
ipawiciug

(antspaudas)
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