
}-r.y

lffi,&
t t f  =

F f ' - P s-'

DENI

E C CE RTIFI CATE
Produclion Quolity Assurqnce

Medicql Devices Directive 93/42/EEC Annex V
: Ayset Trbbi Ur0nler ve Plosiik Teksfil Elektronik Grdo Temizlik Moddeleri
ingoot Muteohhit l ik Son. A.$.

: Sonhomzoh Moh. 47007 Sokok No:36/A Seyhon ADANA / TURKEY

Reloied Directives ond Annex :93/421EEC Medicol Devices Directive - Annex V

- Sterile, Single Use 3 Pieces Arteriol blood gos sompler
with needle - Closs llo

- Sterile, Single Use 3 Pieces Syringes (Withoui Needle, Luer Slip/
Luer Lock) - Closs ls

- Sterile, Single Use 2 Pieces Syringes {Without Needle, Luer Slip/
Luer Lock) - Closs ls

- Sterile, Single Use 3 Pieces Syringes (With Needle, Luer Slip/
Luer Lock) - Closs llo

- Sterile, Single Use 2 Pieces Syringes (With Needle, Luer Slip/
Luer Lock) - Closs llo

- Sterile, Sirigle Use U-100 lnsulin Syringes (Without Needle) - Closs ls
- Sterile, Single Use U-100 lnsulin Syringes (Wiih Needle) - Closs llo
- Sterile, Single Use Tuberculin Syringes (Without Needle) - Closs ls
- Sterile, Single Use Tuberculin Syringes (With Needle) - Closs llo
- Sterile, Single Use.Hypodermic Neddles - Closs llo
- Sterile, Single Use Multi-Somple Blood Colleclion Needles - Closs llo
- Sterile, Single Use Multi-Somple Blood Collection Needles
Butterfly Set Type - Closs llo

- Sterile, Single Use Insulin Pen Injecior Needles - Closs llo
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UDEM
Auditing tre lndustry
ond Trode Inc. Co.

UDEM hereby declores thot ihe requiremenls of Annex V of the directive 93/42lEEc hove been met for lhe listed producis.
The obove nomed monufociurer hos estoblished ond opplies o quolity ossuronce system, which is subject fo periodic
surveillonce oudifs, defined by Annex V, section 4 of ihe oforementioned direciive. UDEM'S responsibility for closs I devices
covered by the EC sertificote is limiled to monufocluring issues reloted to sof6guording ond mointoining sterile conditions.
if the dev,ce is sterile; ond monufociuring issues reloted to producl's conformily wilh metrologicol reguiremenis. if it hos
meosurement func*ion. This ceriificote remolns os the properly ot UDEM lnternotjonol Certificolion Auditing Troining Cenire
lndustry ond Trode Inc, Co. to whom it must be retumed upon requesl. The obove nomed compony ond UDEM musi keep
o copy of ihis cerlificqte for 5 yeoc from the rogistrofion of the cerlificol,e. Usoge of the CE mork is under the responsibi$ty
of the monufqcturerwith ihe complelion ot EC Declorolion ot Conformity. The above menlioned compony must notity dll
chonges relotod with th6 opproved produci io UDEM. lf UDEM wlll noi r6new the expiry dote of this certilicoie in queslion.
th6 monllon€d compony should stop plocing the product on ihe morkei. The votdity of ihe cerlificofo con be checked
ihrough wvw.udem.com. lr.

Address: Mullukent Mohollesi 2073 Sokqk {Eski 93 Sokok} No: I 0 Qonkoyo - Ankoro - TURKEY
Phone: +90 0312 443 03 90 Fox +90 0312 4$ A3 7 6
E-moil: info@udemltd.com.ir www.udem.com.tr
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