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Full Quolity Assurqnce System

Medicql Devices Directive g3l42lEEC Annex ll
(Excluding Seciion 4)

Compony Nome

Compony Address

Reloted Direciives ond Annex

Product

GMDN

certificote Number
Report Number
lnitiol Assessment Doie
Regisirotion Dote
Revision Dote /No
Expiry Dote

BirinciSterilizosyon Soğlık Hiz. Tic. ve Son. Ltd. Şti.

BottolgoziMoh. GecesefosıSk. No: z ılıiç Kopı No:l Sulionbeyli
isınNguı- / TURKEv

93l42|EEC Medicol Devices Directive - Annex ll (Excluding Section 4)

- Nonsterile Disposoble With/Without X-Roy Gouze - Closs llo

- Sterile ond Nonsterile Disposoble With/Without X-Roy
Gouze Compress - Closs llo

- Sterile ond Nonsterile Disposoble With/Without X-Roy
AbdominolCompres - Closs llo

- Sterile ond Nonsterile Disposoble With/Without X-Roy
cotton pod - closs llo

48l33, 32572,48134

M.2o21.106.14508

MD.4l08.1B

09.03.202l

29.04.2021

27.05.2024 
q

uDEM hereby declores İhot İhe requiremenİs of Annex ll, excluding seclion 1 ot l^e 93l12lEEc Dkecİive hove been

met for İhe listed prodUcts. The obove nomed monufocturer hos esİoblish€d ond opplies o quo|ily ossuronce system,

which is subiect lo periodic surveillonce oudiİs, defined by Annex ll, §eclion 5 of İhe foremeniioned direclive. According

to Annex lı, section 4 on Ec design_ exominoİion certificote is required for plocing 1he closs llldeüces on the morket.

UDEM,S responsibility for clos§ l devices covöred by ihe Ec serİificqle is limiİed io monufoctu.ing issues reloted İo

§ofegUording ond moinİoining sİerile condilions, if the devlce is sterile; ond monufocturing issues reloted İo prodUct's

coniormlty with meirologicol fequirements, if it hos meosUrement func,lİon, This cerİlficote remoins os the property o'
uDEM lnternotionol ceftlficotion Auditln9 Troinlng cenİr6 lndusİry ğnd Trode lnc. co. İo whom it must be reİumedUpon

request. The obove nom€d compony ond UDEM must keop o copy of this cerİificoİ€ İor 5 yeo6 from the regisİroİion

ot ine ceüificole. ugoge of tho cE mofk ls und6r the responsibility of the monufocturer with 'th€comp|e'tion of Ec
Docloroıion ot conformlty. Thö obove m€nlioned compony must notity oi| chonge§ r6loledwiİh İh6 opproved pfoduct

to uDEM. lf UDEM will not rsnew the explry dote oİ thl§ cartificoi€ in que§tlon, themen,lioned

AddrG33: Mutlukent Mohollesi 2o73 Sokok {Eski 93 Sokok) No:t0 Çonkoyo - Ankoro - TURKEY

Phone: +?0 03ı2 443 03 90 tqx: +90 o3l2 443 03 7 6

E-moll: info@udemltd.com.tr www.udem,com.lr
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