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EC Design-Exominoiion Ceriificoie

gül#iaEEG Dİıectİve of tedİcal Devİceş Annex ll, §ectİon 4
With ihe expire of ihe certificote Mr0l9.106.11775 the volidity of the certificoie

M.20l9.106.1l77ül will obo end.

Compony Ngme

Compony Address

Reloted Directives ond Annex

Product

Trodemork

GMDN

Dispofgrmo İloç Sonoyi ve Ticşret Ltd" Ştl.

İvedik Orgonize Sonoyi Böigesi Ağoç İşieri §itesi t333. Cçdde No;§l
Yenimohşlle ANKARA l TURKEY

93İ42/EEC Medicoi Devices Directive - Annex ll {Section 4}

Urethrol Lubricont Gel with 2Y, Lidocgine HCL, §terile - Closs lll

: Dispogel. Uroİell, PD Gei

377l.7

This cerirfıccıfe ıi issued due to fhe scieniıfıb opinion of Mınısıry of Heoıh
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certificote Number
Report Number
lnitiol Assessment Dote
Registrotion Dote
Revision Dote /No
Explry Dote
nE Ec d,esion exomınolion ceftificote reİec İo İİre obove rrıenlion€d p.oduct_ uD€M.. h€reby decl«es İhot İİıe
,;;;#;Ğ;iA;iıö ıi.-sii-ıı-6iir oi ıtıe ğs7azEEc oireiıive tıove oeiın rnet_fo(_the.ist6d p.od.ucts. The obove.ğffi;'ffi.x,f;ğp;;'Ş;lŞh&;ü-o6[eağuoıryosstıoncesysıErnwtiç!bsuhi*rbperiodcsuneilorıc€
;"iiE. d.ffiJ.nv Annli-ıi. iecııöİı-İİıt t-Ğ-«İİorenİgnlıörıeo-arecllvb. tG cerlltcote iernoins os the.gopefty of

ğH,ffiffi t,ş}§ffi :gHHHffi ,'§JF#,tgşf si,""1ih,'3#*TpJH}g}:H,€HE
*ıçtıotdn d ıte iiıifiole_ usooe d lİb cE rİut b wıdeİ the rcspoGb*ty of lhe rndıUlqquqwnn ıle compeı(xı

SFş"B*lı.ı"ıts,*li,5sJprJ38""ff §,ffi.lJi["ffi_,,r&"#ffi 3j#osrö"şEH.lf; s:3
;i;;;;-sffiEaŞpdjr,git e indclnT<in itıe ng*et ıtıe ıoİcfti oİ rhe cert'§coıe con be ctıeckod ttrough
w-ıJderİLconlr-
Adüeıs: Mulh;keni ,ütohoüesi 2073 §okok {Bki 93 Sokok} No:lO Çonkcıyo - Ankoro - IURKEY

?hoır: +90 o3l 2 443 03 90 fC +90 o3l2 113 ü 7 6

E-ııı<f lnfo@uden*id.com.ir www.ııdem-com-ir

M.201 ?.l 06.1177 5-1

MD.3dB4"ıB-l
27 .l2.2018
l l .04.2019
27.ü5,202ül0l
l0.04.2024

ştion
tre lndustry

UDEM İ

Auditing Ti

ond Trode inc. Co.

\ıh/ltıl!lr
UDEM



}=+t'tr
UDEM

This document containing 1 (one) pages is the Annex of the Certifiote with the revision number

01, with the number M.2019.106.LL775-3,and with the registration date of 1t.04.20L9 and with

the revision date of 27.a5.2ü2a issued for "Dispofarma İ|aç Sanayive icaret Ltd. Ştl." by UDEM

Uluslararası Belgelendirme Denetim Eğitim Merkezi San. ve Tic. A.Ş. that is giving service as

Notified Body with the lD No: 2292 accordingto9E.laZlEEC Medica| Devices Directive

Ref IIio Product
D§P-2 Dispogel o 5ml Urethral LubricantGelwith 2% Lidocaine HC| (within Syringe}

uR _2

PDG-İ PD Gelc 6ml Urethn! Lubricant Gel with 2% Lidocaine HCl (within Syringe}

DsP-3 Dispogel o 11 ml Urethral Lubricant Gel with 2% Lidocaine HCl twithin Sıyringe}

UR -3 Uğello 11 ml Urethral Lubricant Gelwith 2Y" L!{qcaine HCl (within S

PDG-3 PD Gel€ 11 ml Urethral Lubricant Gel with 2% Lidocaine HCl twithin §yringe}

D§P-4 Dispogel ? 8.5 g Urethral Lubricant Geluıith 2% Lidocaine HCl (within Accordion gq§!g}

uRJ_4 Urojell@ 8.5 g Urethral Lubricant Gel with 27o Lidoqlln9 HCl (wlthin Accordi

PDG-4
DsP*]. Dispogel g 12.5 g Urethral Lubricant Gelwith 2% Lidocalqe_llÇl[w!t!!l lqqojqlg! lgttlg
uRJ-1 Urojello 12.5 g Urethral Lubricant Gel with 2% Lidocaine HCl (within Accordion Bottlel
PDG-İ. pD Gelo 12.5 g Urethral Lubricant Gelwith 279 Li{ocaipe HCl (within Accordion Bottle)
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