ECCERTIFICATE

Full Quality Assurance System

Medical Devices Directive 93/42/EEC Annex Il
(Excluding Section 4)

M.2018.106.9577-1 Design Examination Certificate Was Prepared for Class lll Products Defined in This Certificate.

Company Name : Klas Medikal Cihazlar Sanayi MUmessillik I ve Dig Tic. Ltd. $fi.

Company Address : Ramazanoglu Mahallesi Yildinm Sokak No: 1 Pendik ISTANBUL / TURKEY

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex |l (Excluding Section 4)

Product : Neurosurgical Sponge - Class lll, Sterile
Mesh and Kits for Incontinence - Class llb, Sterile
Mesh for Hernia - Class llb, Sterile
Surgical Incise Drape - Class Is, Sterile

1 13702, 47986, 60842, 61337, 60300, 47783

Product Types are attached.

Cerfificate Number :M.2018.106.9577 ;
Report Number : MD.3466.1B 1 ¥
Initial Assessment Date :15.12.2017 W. _
Registration Date 124.04.2018 Auditing T -@ o
Revision Date /No :08.09.2020/03 and Trade Inc. Co.
Expiry Date :23.04.2023

UDEM hereby declares that the requirements of Annex I, excluding section 4 of the 93/42/EEC Directive have been
met for the listed products. The above named manufacturer has established and applies o quality assurance system,

which is subject to perodic surveilance audits, defined by Annex I, secfion 5 of the forementioned direciive. According r
to Annex Il, section 4 an EC design- examination cerfificate is required for placing the Closs Il devices on the market, /:é
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UDEM's responsibility for class | devices covered by the EC serdificate Is imited to manufacturing issues related to
sofeguarding and maintaining sterdle condilions, if the device is sterile; and manufacturing issues related fo product's

canformity with mefrological requirements, if it has measurement function. This cerfificate remains as the property of L

UDEM International Certification Auditing Training Centre Industry and Trade Inc. Co. fo whom it must be retumedupon
request. The above named company and UDEM must keep a copy of this cerificate for 5 years from the registration
of the cerlificate. Usage of the CE mark Is under the responsibifity of the manufactureg wi iihe ompletion of EC
Declaration of Conformity. The above mentioned compunv must notify all changes reg ’;".;,-,_:\,rg,.m_

to UDEM. If UDEM will not ranewfge eg( dcne o1' I rllﬂcme Inﬁluesﬂcn theme i o (s

Address: Mutiukent Mahpiigs 2 g@gl@gkl(fgé 95 BigTk) No:10 &

Phone: +90 0312 443 03 Re&swr: MﬁlﬂSiMﬁﬁlﬁé
E-mail: info@udemitd.cdradationsMeldosan.com.tr




This document containing 5 (five) pages is the Annex of the Certificate with the revision number
with the number M.2018.106.9577 and with the registration date of 24.04.2018 and with the
revision date of 08.09.2020 issued for “Klas Medikal Cihazlar Sanayi Miimessillik ig ve Dig Tic. Ltd.
Sti.” by UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.$. that is giving
service as Notified Body with the ID No: 2292 according to 93/42/EEC Medical Devices Directive.
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Neurosurgical Sponge

03,

Ref. No Description GMDN | Ref. No Description GMDN
HS5K0505 HITEC Neurosurgical Sponge 5x5 mm 13702 HS55K1350 | HITEC Neurosurgical Sponge 13x50 mm 13702
HSSK0510 HITEC Neurosurgical Sponge 5x10 mm 13702 H55K1376 | HITEC Neurosurgical Sponge 13x76 mm 13702
HS5K0707 HITEC Neurosurgical Sponge 7x7 mm 13702 HSSK1520 | HITEC Neurosurgical Sponge 15x20 mm 13702
HS5K0738 HITEC Neurosurgical Sponge 7x38 mm 13702 HSSK1530 | HITEC Neurosurgical Sponge 15x30 mm 13702
HSSK0776 HITEC Neurosurgical Sponge 7x76 mm 13702 HS5K2010 | HITEC Neurosurgical Sponge 20x10 mm 13702
HSS5K1010 HITEC Neurosurgical Sponge 10x10 mm 13702 HSSK2020 | HITEC Neurosurgical Sponge 20x20 mm 13702
HSSK1015 HITEC Neurosurgical Sponge 10x15 mm 13702 HSSK2025 | HITEC Neurosurgical Sponge 20x25 mm 13702
HS5K1020 HITEC Neurosurgical Sponge 10x20 mm 13702 HSSK2030 | HITEC Neurosurgical Sponge 20x30 mm 13702
HS5K1030 HITEC Neurosurgical Sponge 10x30 mm 13702 HSSK2040 | HITEC Neurosurgical Sponge 20x40 mm 13702
HS5K1040 HITEC Neurosurgical Sponge 10x40 mm 13702 HSSK2050 | HITEC Neurosurgical Sponge 20x50 mm 13702
HS5K1050 HITEC Neurosurgical Sponge 1050 mm 13702 HSSK2060 | HITEC Neurosurgical Sponge 20x60 mm 13702
HSSK1060 HITEC Neurosurgical Sponge 10x60 mm 13702 HSSK2070 | HITEC Neurosurgical Sponge 20x70 mm 13702
HSSK1070 HITEC Neurosurgical Sponge 10x70 mm 13702 HSSK2075 | HITEC Neurosurgical Sponge 20x75 mm 13702
HSSK1075 HITEC Neurosurgical Sponge 10x75 mm 13702 HSSK25125 | HITEC Neurosurgical Sponge 25x12,5 mm | 13702
HS5K1212 HITEC Neurosurgical Sponge 12x12 mm 13702 HSSK2525 | HITEC Neurosurgical Sponge 25x25 mm 13702
HSSK1225 HITEC Neurosurgical Sponge 12x25 mm 13702 HSSK2530 | HITEC Neurosurgical Sponge 25x30 mm 13702
HSSK1230 HITEC Neurosurgical Sponge 12x30 mm 13702 HSSK2540 | HITEC Neurosurgical Sponge 25x40 mm 13702
HS5K1240 HITEC Neurosurgical Sponge 12x40 mm 13702 HSSK2550 | HITEC Neurosurgical Sponge 25x50 mm 13702
HSSK1250 HITEC Neurosurgical Sponge 12x50 mm 13702 HSSK2560 | HITEC Neurosurgical Sponge 25x60 mm 13702
HSS5K1260 HITEC Neurosurgical Sponge 12x60 mm 13702 HSSK2575 | HITEC Neurosurgical Sponge 25x75 mm 13702
HSSK1270 HITEC Neurosurgical Sponge 12x70 mm 13702 HSSK2576 | HITEC Neurosurgical Sponge 25x76 mm 13702
HS5K1275 HITEC Neurosurgical Sponge 12x75 mm 13702 HS5K30125 | HITEC Neurosurgical Sponge 30x12,5 mm 13702
HSSK125125 | HITEC Neurosurgical Sponge 12,5x12,5 mm 13702 HSS5K3030 | HITEC Neurosurgical Sponge 30x30 mm 13702
HS5K12520 | HITEC Neurosurgical Sponge 12,5%20 mm 13702 HSSK3050 | HITEC Neurosurgical Sponge 30x50 mm 13702
HS5K12525 HITEC Neurosurgical Sponge 12,5%25 mm 13702 HSSK3530 | HITEC Neurosurgical Sponge 35x30 mm 13702
HS5K12530 | HITEC Neurosurgical Sponge 12,5%30 mm 13702 HSSK3838 | HITEC Neurosurgical Sponge 38x38 mm 13702
HSSK12540 | HITEC Neurosurgical Sponge 12,5%40 mm 13702 HSSK4010 | HITEC Neurosurgical Sponge 40x10 mm 13702
HS5K12550 | HITEC Neurosurgical Sponge 12,5x50 mm 13702 HSSK4020 | HITEC Neurosurgical Sponge 40x20 mm 13702
HS5SK12570 HITEC Neurosurgical Sponge 12,5x70 mm 13702 HSSK4040 | HITEC Neurosurgical Sponge 40x40 mm 13702
HSSK12575 | HITEC Neurosurgical Sponge 12,575 mm 13702 HSS5K4050 | HITEC Neurosurgical Sponge 40x50 mm 13702
HSSK127127 | HITEC Neurosurgical Sponge 12,7x12,7 mm 13702 HS5K4070 | HITEC Neurosurgical Sponge 40x70 mm 13702
HS5K1313 HITEC Neurosurgical Sponge 13x13 mm 13702 HSSK4075 | HITEC Neurosurgical Sponge 40x75 mm 13702
HSSK1320 HITEC Neurosurgical Sponge 13x20 mm 13702 HSSKS050 | HITEC Neurosurgical Sponge 50x50 mm 13702
HSS5K1325 HITEC Neurosurgical Sponge 13x25 mm 13702 HSSK5070 | HITEC Neurosurgical Sponge 50x70 mm 13702
HSS5K1338 HITEC Neurosurgical Sponge 13x38 mm 13702

Ref. No Description GMDN | Ref. No Description GMDN
550505 SUPRO Neurosurgical Sponge 5x5 mm 13702 551350 SUPRO Neurosurgical Sponge 13x50 mm 13702
SS0510 SUPRO Neurosurgical Sponge 5x10 mm 13702 851376 SUPRO Neurosurgical Sponge 13x76 mm 13702
550707 SUPRO Neurosurgical Sponge 7x7 mm 13702 551520 SUPRO Neurosurgical Sponge 15%x20 mm 13702
550738 SUPRO Neurosurgical Sponge 7x38 mm 13702 551530 SUPRO Neurosurgical Sponge 1530 mm 13702
550776 SUPRO Neurosurgical Sponge 7x76 mm 13702 552010 SUPRO Neurosurgical Sponge 20x10 mm 13702
551010 SUPRO Neurosurgical Sponge 10x10 mm 13702 552020 SUPRO Neurosurgical Sponge 20x20 mm 13702
551015 SUPRO Neurosurgical Sponge 10x15 mm 13702 552025 SUPRO Neurosurgical Sponge 20x25 mm 13702
551020 SUPRO Neurosurgical Sponge 10x20 mm 13702 852030 SUPRO Neurosurgical Sponge 20x30 mm 13702
$51030 SUPRO Neurosurgical Sponge 10x30 mm 13702 552040 SUPRO Neurosurgical Sponge 20x40 mm 13702
551040 SUPRO Neurosurgical Sponge 10x40 mm 13702 552050 SUPRO Neurosurgical Sponge 20x50 mm 13702
551050 SUPRO Neurosurgical Sponge 10x50 mm 13702 552060 SUPRO Neurosurgical Sponge 20x60 mm 13702
551060 SUPRO Neurosurgical Sponge 10x60 mm 13702 §52070 SUPRO Neurosurgical Sponge 20x70 mm 13702
551070 SUPRO Neurosurgical Sponge 10x70 mm 13702 552075 SUPRO Neurosurgical Sponge 20x75 mm 13702
551075 SUPRO Neurosurgical Sponge 10x75 mm 13702 5525125 SUPRO Neurosurgical Sponge 25x12,5 mm | 13702
551212 SUPRO Neurosurgical Sponge 12x12 mm 13702 552525 SUPROQ Neurosurgical Sponge 2525 mm 13702
551225 SUPRO Neurosurgical Sponge 12x25 mm 13702 §52530 SUPRO Neurosurgical Sponge 25x30 mm 13702
551230 SUPRO Neurosurgical Sponge 12%30 mm 13702 552540 SUPRO Neurosurgical Sponge 25x40 mm 13702
551240 SUPRO Neurosurgical Sponge 12x40 mm 13702 552550 SUPRO Neurosurgical Sponge 25x50 mm 13702
$51250 SUPRO Neurosurgical Sponge 12%50 mm 13702 552560 SUPRO Neurosurgical Sponge 25x60 mm 13702
$51260 SUPRO Neurosurgical Sponge 12x60 mm 13702 §52575 SUPRO Neurosurgical Spong . 13702
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551270 SUPRO Neurosurgical Sponge 12x70 mm 13702 852576 SUPRO Neurosurgical Sponge 25x76 mm 13702
551275 SUPRO Neurosurgical Sponge 12x75 mm 13702 5530125 SUPRO Neurosurgical Sponge 30x12,5mm | 13702
$5125125 SUPRO Neurosurgical Sponge 12,5x12,5mm | 13702 S53030 SUPRO Neurosurgical Sponge 30x30 mm 13702
5512520 SUPRO Neurosurgical Sponge 12,5x20 mm 13702 553050 SUPRO Neurosurgical Sponge 30x50 mm 13702
5512525 SUPRO Neurosurgical Sponge 12,5%x25 mm 13702 $53530 SUPRO Neurosurgical Sponge 35x30 mm 13702
5512530 SUPRO Neurosurgical Sponge 12,5x30 mm 13702 553838 SUPRO Neurosurgical Sponge 38x38 mm 13702
5512540 SUPRO Neurosurgical Sponge 12,5x40 mm 13702 554010 SUPRO Neurosurgical Sponge 40x10 mm 13702
5512550 SUPRO Neurosurgical Sponge 12,5x50 mm 13702 554020 SUPRO Neurosurgical Sponge 40x20 mm 13702
5512570 SUPRO Neurosurgical Sponge 12,5x70 mm 13702 554040 SUPRO Neurosurgical Sponge 40x40 mm 13702
5512575 SUPRO Neurosurgical Sponge 12,5x75 mm 13702 554050 SUPRO Neurosurgical Sponge 40x50 mm 13702
55127127 SUPRO Neurosurgical Sponge 12,7x12,7 mm | 13702 554070 SUPRO Neurosurgical Sponge 40x70 mm 13702
551313 SUPRO Neurosurgical Sponge 13x13 mm 13702 554075 SUPRO Neurosurgical Sponge 40x75 mm 13702
551320 SUPRQO Neurosurgical Sponge 13x20 mm 13702 555050 SUPRO Neurosurgical Sponge 50x50 mm 13702
551325 SUPRO Neurosurgical Sponge 13x25 mm 13702 555070 SUPRO Neurosurgical Sponge 50x70 mm 13702
551338 SUPRO Neurosurgical Sponge 13x38 mm 13702
Mesh and Kits for Incontinence
Ref. No Description GMDN | Ref, No Description GMDN
VT1045 SUPRO Vaginal Tape 10x450mm 47986 KIT CY5-2 SUPRO Cystocele Kit 60x80x380mm 60842
VT1050 SUPRO Vaginal Tape 10x500mm 47986 KIT MINI SUPRO Mini Kit 12x80mm 47986
VT1060 SUPRO Vaginal Tape 10x600mm 47986 SP-01 SUPRO Suprapubic Needle 61337
VT1280 SUPRO Vaginal Tape 12X80mm 47986 TO-01 SUPRO Transobturator Needle 61337
V11245 SUPRO Vaginal Tape 12x450mm 47986 HA-02 SUPRO Helical Needle 61337
CYS SUPRO Cystocele Tape 60x80x380mm 60842 VTUSS1045 | HITEC Vaginal Tape 10x450mm 47986
CcYs-2 SUPRO Cystocele Tape 60x80x380mm 60842 VTUSS1050 | HITEC Vaginal Tape 10x500mm 47986
REC SUPRO Rectocele Tape 40x100x300mm 60842 VTUSS1060 | HITEC Vaginal Tape 10x600mm 47986
KIT TO-01 SUPRO Transobturator Kit 10x450mm 47986 VTUSS1280 | HITEC Vaginal Tape 12X80mm 47986
KIT SP-01 SUPRO Suprapubic Kit 10x600mm 47986 VTUSS1245 | HITEC Vaginal Tape 12x450mm 47986
KIT SP-015 | SUPRO Suprapubic Kit 10x500mm 47986 TOTUSS HITEC Transobturator Kit 10x450mm 47986
KIT HA-02 | SUPRO Helical Kit 10x450mm 47986 PUBICUSS HITEC Suprapubic Kit 10x600mm 47986
KIT REC SUPRO Rectocele Kit 40x100x300mm 60842 HELUSS HITEC Helical Kit 10x450mm 47986
KIT CYS SUPRO Cystocele Kit 60x80x380mm 60842
Mesh for Hernia
Ref. No Description GMDN | Ref. No Description GMDN
SMS0406 SUPRO Mesh for Hernia Soft 4x6 cm 60300 SMS1030 | SUPRO Mesh for Hernia Soft 10x30 cm 60300
SMS0505 SUPRO Mesh for Hernia Soft 5x5 cm 60300 SM51510 | SUPRO Mesh for Hernia Soft 15x10 cm 60300
SMS0508 SUPRO Mesh for Hernia Soft 5x8 cm 60300 SMS1515 | SUPRO Mesh for Hernia Soft 15x15 cm 60300
SMS0510 SUPRO Mesh for Hernia Soft 5x10 cm 60300 SMS1520 | SUPRO Mesh for Hernia Soft 15%20 cm 60300
SMS0611 SUPRO Mesh for Hernia Soft 6x11 em 60300 SMS1530 | SUPRO Mesh for Hernia Soft 15x30 em 60300
SMS0614 SUPRO Mesh for Hernia Soft 6x14 cm 60300 SMS2020 | SUPRO Mesh for Hernia Soft 20x20 cm 60300
SMS0712 SUPRO Mesh for Hernia Soft 7x12 cm 60300 SMS2030 | SUPRO Mesh for Hernia Soft 20x30 cm 60300
SMS7575 SUPRO Mesh for Hernia Soft 7,5%7,5 cm 60300 SMS2235 | SUPRO Mesh for Hernia Soft 22x35 cm 60300
SMS7515 SUPRO Mesh for Hernia Soft 7,5%15 cm 60300 SMS2510 | SUPRO Mesh for Hernia Soft 25x10 cm 60300
SMsS0813 SUPRO Mesh for Hernia Soft 8x13 cm 60300 SMS3015 | SUPRO Mesh for Hernia Soft 30x15 cm 60300
SMS0814 SUPRO Mesh for Hernia Soft 8x14 cm 60300 SMS3030 | SUPRO Mesh for Hernia Soft 30x30 cm 60300
SMS0815 SUPRO Mesh for Hernia Soft 8x15 cm 60300 SMS3040 | SUPRO Mesh for Hernia Soft 30x40 cm 60300
5MS1010 SUPRO Mesh for Hernia Soft 10x10 cm 60300 SMS3050 | SUPRO Mesh for Hernia Soft 30x50 cm 60300
5MS51013 SUPRO Mesh for Hernia Soft 10x13 cm 60300 SMS4040 | SUPRO Mesh for Hernia Soft 40x40 cm 60300
SMS1015 SUPRO Mesh for Hernia Soft 10x15 cm 60300 SMSE060 | SUPRO Mesh for Hernia Soft 60x60 cm 60300
Ref. No Description GMDN | Ref. No Description GMDN
SMMO0406 | SUPRO Mesh for Hernia Macropore 4x6 cm 60300 SMM1030 | SUPRO Mesh for Hernia Macropore 10x30 cm | 60300
SMMOS05 | SUPRO Mesh for Hernia Macropore 5x5 cm 60300 SMM1510 | SUPRO Mesh for Hernia Macropore 15x10 cm | 60300
SMMOD508 | SUPRO Mesh for Hernia Macropore 5x8 cm 60300 SMM1515 | SUPRO Mesh for Hernia Macropore 15x15 cm | 60300
SMMO510 | SUPRO Mesh for Hernia Macropore 5x10 cm 60300 SMM1520 | SUPRO Mesh for Hernia Ma 60300
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SMMO611 | SUPRO Mesh for Hernia Macropore 6x11 cm 60300 SMIM1530 | SUPRO Mesh for Hernia Macropore 15x30 cm | 60300
SMMO614 | SUPRO Mesh for Hernia Macropore 6x14 cm 60300 SMM2020 | SUPRO Mesh for Hernia Macropore 20x20 em | 60300
SMMO712 | SUPRO Mesh for Hernia Macropore 7x12 cm 60300 SMM2030 | SUPRQ Mesh for Hernia Macropore 20x30 cm | 60300
SMM7575 | SUPRO Mesh for Hernia Macropore 7,5%7,5 cm | 60300 SMM2235 | SUPRO Mesh for Hernia Macropore 22x35 cm | 60300
SMM7515 | SUPRO Mesh for Hernia Macropore 7,5%15 cm | 60300 SMIM2510 | SUPRO Mesh for Hernia Macropore 25x10 cm | 60300
SMMO0&13 | SUPRO Mesh for Hernia Macropore 8x13 cm 60300 SMM3015 | SUPRO Mesh for Hernia Macropore 30x15 cm | 60300
SMMO814 | SUPRO Mesh for Hernia Macropore 8x14 cm 60300 SMIM3030 | SUPRO Mesh for Hernia Macropore 30x30 cm | 60300
SMMO815 | SUPRO Mesh for Hernia Macropore 8x15 cm 60300 SMIM3040 | SUPRO Mesh for Hernia Macropore 30x40 cm | 60300
SMM1010 | SUPRO Mesh for Hernia Macropore 10x10 cm 60300 SMM3050 | SUPRO Mesh for Hernia Macropore 30x50 cm | 60300
5MM1013 | SUPRO Mesh for Hernia Macropore 10x13 cm 60300 SMMA040 | SUPRO Mesh for Hernia Macropore 40x40 cm | 60300
SMM1015 | SUPRO Mesh for Hernia Macropore 10x15 cm 60300 SMIMB0B0 | SUPRO Mesh for Hernia Macropore 60x60 cm | 60300
Ref. No Description GMDN | Ref. No Description GMDN
SMLO406 SUPRO Mesh for Hernia Light 4x6 cm 60300 SML1030 | SUPRO Mesh for Hernia Light 10x30 cm 60300
SMLO505 SUPRO Mesh for Hernia Light 5x5 cm 60300 SML1510 | SUPRO Mesh for Hernia Light 15x10 cm 60300
SMLO508 SUPRO Mesh for Hernia Light 5x8 cm 60300 | SML1515 | SUPRO Mesh for Hernia Light 15x15 cm 60300
SMLOS10 SUPRO Mesh for Hernia Light 5x10 cm 60300 SML1520 | SUPRO Mesh for Hernia Light 15x20 cm 60300
SMLOB11 SUPRO Mesh for Hernia Light 6x11 cm 60300 SML1530 | SUPRO Mesh for Hernia Light 15x30 cm 60300
SMLO614 SUPRO Mesh for Hernia Light 6x14 cm 60300 SML2020 | SUPRO Mesh for Hernia Light 20x20 cm 60300
SMLO712 SUPRO Mesh for Hernia Light 7x12 cm 60300 SML2030 | SUPRO Mesh for Hernia Light 20x30 cm 60300
SML7575 SUPRO Mesh for Hernia Light 7,5x7,5 cm 60300 SML2235 | SUPRO Mesh for Hernia Light 22x35 cm 60300
SML7515 SUPRO Mesh for Hernia Light 7,5x15 cm 60300 SML2510 | SUPRO Mesh for Hernia Light 25x10 cm 60300
SMLO813 SUPRO Mesh for Hernia Light 8x13 cm 60300 SML3015 | SUPRO Mesh for Hernia Light 30x15 cm 60300
SMLO814 SUPRO Mesh for Hernia Light 8x14 cm 60300 SML3030 | SUPRO Mesh for Hernia Light 30x30 cm 60300
SMLO815 SUPRO Mesh for Hernia Light 8x15 cm 60300 SML3040 | SUPRO Mesh for Hernia Light 30x40 cm 60300
SML1010 SUPRO Mesh for Hernia Light 10x10 cm 60300 SML3050 | SUPRO Mesh for Hernia Light 30x50 cm 60300
SML1013 SUPRO Mesh for Hernia Light 10x13 em 60300 SML4040 | SUPRO Mesh for Hernia Light 40x40 cm 60300
SML1015 SUPRO Mesh for Hernia Light 10x15 cm 60300 SMLB060 | SUPRO Mesh for Hernia Light 60x60 cm 60300
Ref. No Description GMDN | Ref. No Description GMDN
SMO406 SUPRO Mesh for Hernia 4x6 cm 60300 SM1030 SUPRO Mesh for Hernia 10%30 cm 60300
SMOS05 SUPRO Mesh for Hernia 5x5 cm 60300 SM1510 SUPRO Mesh for Hernia 15x10 cm 60300
SM0o508 SUPRO Mesh for Hernia 5x8 cm 60300 SM1515 SUPRO Mesh for Hernia 15x15 cm 60300
SMO510 SUPRO Mesh for Hernia 5x10 cm 60300 SM1520 SUPRO Mesh for Hernia 15%20 cm 60300
SM0611 SUPRO Mesh for Hernia 6x11 cm 60300 SM1530 SUPRO Mesh for Hernia 15x30 cm 60300
SM0614 SUPRO Mesh for Hernia 6x14 cm 60300 SM2020 SUPRO Mesh for Hernia 20x20 cm 60300
SM0712 SUPRO Mesh for Hernia 7x12 cm 60300 SM2030 SUPRO Mesh for Hernia 20x30 cm 60300
SM7575 SUPRO Mesh for Hernia 7,5x7,5 cm 60300 5M2235 SUPRO Mesh for Hernia 22x35 cm 60300
SM7515 SUPRO Mesh for Hernia 7,5x15 cm 60300 SM2510 SUPRO Mesh for Hernia 25x10 cm 60300
SMO813 SUPRO Mesh for Hernia Bx13 cm 60300 SM3015 SUPRO Mesh for Hernia 3015 cm 60300
SMo814 SUPRO Mesh for Hernia Bx14 cm 60300 SM3030 SUPRO Mesh for Hernia 30x30 ¢cm 60300
SMO815 SUPRO Mesh for Hernia 8x15 cm 60300 SM3040 SUPRO Mesh for Hernia 30x40 cm 60200
SM1010 SUPRO Mesh for Hernia 10x10 cm 60300 SM3050 SUPRO Mesh for Hernia 30x50 cm 60300
sMi1043 SUPRO Mesh for Hernia 10x13 em 60300 sM4040 SUPRO Mesh for Hernia 40x40 cm 60300
SM1015 SUPRO Mesh for Hernia 10x15 cm 60300 SM6B0E0 SUPRO Mesh for Hernia 60%60 cm 60300
Ref. No Description GMDN | Ref. No Description GMDN
P3DS SUPRO Mesh for Hernia Plug 3D Kit @3.4cm | 60300 P3DMS SUPRO Mesh for Hernia Plug 3D @#3.4 cm 60300
P3DM SUPRO Mesh for Hernia Plug 3D Kit @4.5¢cm | 60300 P3DMM SUPRO Mesh for Hernia Plug 3D @4.5 cm 60300
P3DL SUPRO Mesh for Hernia Plug 3D Kit @5 cm 60300 P3DML SUPRO Mesh for Hernia Plug 3D @5 cm 60300
PLG7 SUPRO Mesh for Hernia Plug Kit @7 cm 60300 SMKO0509 | SUPRO Mesh for Hernia Preshaped 5x9 cm 60300
PLGY SUPRO Mesh for Hernia Plug Kit @9 cm 60300 SMKO0611 | SUPRO Mesh for Hernia Preshaped 6x11cm | 60300
PLG11 SUPRO Mesh for Hernia Plug Kit @11 cm 60300 SMKO614 | SUPRO Mesh for Hernia Preshaped 6x14 cm | 60300
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Surgical Incise Drape

Ref. No Description GMDN | Ref. No Description GMDN
D510 HITEC Surgical Incise Drape 5x10 cm 47783 D4528 HITEC Surgical Incise Drape 45x28 cm 47783
De7 HITEC Surgical Incise Drape 6x7 cm 47783 D4530 HITEC Surgical Incise Drape 45x30 cm 47783
D1012 HITEC Surgical Incise Drape 10x12 cm 47783 D4545 HITEC Surgical Incise Drape 45x45 cm 47783
D1020 HITEC Surgical Incise Drape 10x20 cm 47783 D4540 HITEC Surgical Incise Drape 45x40 cm 47783
D1030 HITEC Surgical Incise Drape 10x30 cm 47783 D4548 HITEC Surgical Incise Drape 45x48 cm 47783
D1050 HITEC Surgical Incise Drape 10x50 cm 47783 D4555 HITEC Surgical Incise Drape 45%55 cm 47783
D1060 HITEC Surgical Incise Drape 10x60 cm 47783 D4560 HITEC Surgical Incise Drape 45x60 cm 47783
D1520 HITEC Surgical Incise Drape 15x20 cm 47783 D4565 HITEC Surgical Incise Drape 45x65 cm 47783
D1528 HITEC Surgical Incise Drape 15x28 cm 47783 D4590 HITEC Surgical Incise Drape 45x90 ¢m 47783
D1530 HITEC Surgical Incise Drape 15x30 cm 47783 DS045 HITEC Surgical Incise Drape 50x45 cm 47783
D1620 HITEC Surgical Incise Drape 16x20 cm 47783 D5060 HITEC Surgical Incise Drape 50x60 cm 47783
D2010 HITEC Surgical Incise Drape 20x10 cm 47783 DS580 HITEC Surgical Incise Drape 55x80 cm 47783
D2020 HITEC Surgical Incise Drape 20x20 cm 47783 D5640 HITEC Surgical Incise Drape 56x40 cm 47783
D2030 HITEC Surgical Incise Drape 20x30 cm 47783 D5645 HITEC Surgical Incise Drape 56x45 cm 47783
D2040 HITEC Surgical Incise Drape 20x40 cm 47783 D5660 HITEC Surgical Incise Drape 56x60 cm 47783
D2815 HITEC Surgical Incise Drape 28x15 cm 47783 D5680 HITEC Surgical Incise Drape 56x80 cm 47783
D2830 HITEC Surgical Incise Drape 28x30 cm 47783 D5685 HITEC Surgical Incise Drape 56x85 cm 47783
D2840 HITEC Surgical Incise Drape 28x40 cm 47783 D5766 HITEC Surgical Incise Drape 57x66 cm 47783
D2845 HITEC Surgical Incise Drape 28x45 cm 47783 D6030 HITEC Surgical Incise Drape 60x30 cm 47783
D3027 HITEC Surgical Incise Drape 30x27 cm 47783 D6035 HITEC Surgical Incise Drape 60x35 cm 47783
D3030 HITEC Surgical Incise Drape 30x30 cm 47783 D6040 HITEC Surgical Incise Drape 60x40 cm 47783
D3035 HITEC Surgical Incise Drape 30x35 cm 47783 D6045 HITEC Surgical Incise Drape 60x45 cm 47783
D3040 HITEC Surgical Incise Drape 30x40 cm 47783 D&050 HITEC Surgical Incise Drape 60x50 cm 47783
D3045 HITEC Surgical Incise Drape 30x45 cm 47783 D6055 HITEC Surgical Incise Drape 60x55 cm 47783
D3050 HITEC Surgical Incise Drape 30x50 cm 47783 D&060 HITEC Surgical Incise Drape 60x60 cm 47783
D3060 HITEC Surgical Incise Drape 30x60 cm 47783 D070 HITEC Surgical Incise Drape 60x70 cm 47783
D3535 HITEC Surgical Incise Drape 35x35 cm 47783 D6080 HITEC Surgical Incise Drape 60x80 cm 47783
D3540 HITEC Surgical Incise Drape 35x40 cm 47783 D6085 HITEC Surgical incise Drape 60x85 cm 47783
D3545 HITEC Surgical Incise Drape 35x45 cm 47783 D60S0 HITEC Surgical Incise Drape 60x90 cm 47783
D3550 HITEC Surgical Incise Drape 35x50 cm 47783 D6640 HITEC Surgical Incise Drape 66x40 cm 47783
D3560 HITEC Surgical Incise Drape 35x60 cm 47783 D6645 HITEC Surgical Incise Drape 66x45 cm 47783
D4030 HITEC Surgical Incise Drape 40x30 cm 47783 DE6ED HITEC Surgical Incise Drape 66x60 cm 47783
D4035 HITEC Surgical Incise Drape 40x35 cm 47783 D6690 HITEC Surgical Incise Drape 66%90 cm 47783
D4040 HITEC Surgical Incise Drape 40x40 cm 47783 D2045 HITEC Surgical Incise Drape 90x45 cm 47783
D4042 HITEC Surgical Incise Drape 40x42 cm 47783 D3050 HITEC Surgical Incise Drape 90x50 cm 47783
D4045 HITEC Surgical Incise Drape 40x45 cm 47783 D2060 HITEC Surgical Incise Drape 90x60 cm 47783
D4060 HITEC Surgical Incise Drape 40x60 cm 47783

Ref. No Deseription GMDN | Ref. No Description GMDN
Dus10 HITEC Surgical Incise Drape PU 5x10 cm 47783 Du4528 HITEC Surgical Incise Drape PU 45%28 cm 47783
pue? HITEC Surgical Incise Drape PU 6x7 cm 47783 DU4530 HITEC Surgical Incise Drape PU 45x30 cm 47783
Dbu1012 HITEC Surgical Incise Drape PU 10x12 cm 47783 Du4545 HITEC Surgical incise Drape PU 45x45 cm 47783
DU1020 HITEC Surgical Incise Drape PU 10x20 cm 47783 DU4540 HITEC Surgical Incise Drape PU 45x40 cm 47783
DU1030 HITEC Surgical Incise Drape PU 10x30 cm 47783 DuU4548 HITEC Surgical Incise Drape PU 45x48 cm 47783
DU1050 HITEC Surgical Incise Drape PU 10x50 cm 47783 DU4555 HITEC Surgical Incise Drape PU 45x55 cm 47783
DU1060 HITEC Surgical Incise Drape PU 10x60 cm 47783 DU4560 HITEC Surgical Incise Drape PU 4560 cm 47783
DU1520 HITEC Surgical Incise Drape PU 15x20 cm 47783 DU4565 HITEC Surgical Incise Drape PU 45x65 cm 47783
bu1528 HITEC Surgical Incise Drape PU 15x28 cm 47783 pu4ss0 HITEC Surgical Incise Drape PU 45x90 cm 47783
DU1530 HITEC Surgical Incise Drape PU 15x30 cm 47783 DU5045 HITEC Surgical Incise Drape PU 50x45 cm 47783
DU1620 HITEC Surgical Incise Drape PU 16x20 cm 47783 DU50e0 HITEC Surgical Incise Drape PU 50x60 cm 47783
DuU2010 HITEC Surgical Incise Drape PU 20x10 em 47783 DU5580 HITEC Surgical Incise Drape PU 55x80 cm 47783
DuU2020 HITEC Surgical Incise Drape PU 20x20 cm 47783 DU5640 HITEC Surgical Incise Drape PU 56x40 cm 47783
DU2030 HITEC Surgical Incise Drape PU 20x30 cm 47783 DU5645 HITEC Surgical Incise Drape PU 56x45 cm 47783
DU2040 HITEC Surgical Incise Drape PU 20x40 cm 47783 DUS660 HITEC Surgical Incise Drape PU 56x60 cm 47783
DU2815 HITEC Surgical Incise Drape PU 28x15 cm 47783 DU5EB0 HITEC Surgical Incise Drape PU 56x80 cm 47783
DU2830 HITEC Surgical Incise Drape PU 28x30 cm 47783 DU5€E85 HITEC Surgical Incise Drape PU 56x85 cm 47783
DU2840 HITEC Surgical Incise Drape PU 28x40 cm 47783 DuU5766 HITEC Surgical Incise Drape B 47783
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This document containing 5 (five) pages is the Annex of the Certificate with the revision number 03,
with the number M.2018.106.9577 and with the registration date of 24.04.2018 and with the
revision date of 08.09.2020 issued for “Klas Medikal Cihazlar Sanayi Miimessillik i¢ ve Dig Tic. Ltd.
Sti.” by UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.$. that is giving
service as Notified Body with the ID No: 2292 according to 93/42/EEC Medical Devices Directive.

DU2845 HITEC Surgical Incise Drape PU 28x45 cm 47783 DUs030 HITEC Surgical Incise Drape PU 60x30 cm 47783
Du3027 HITEC Surgical Incise Drape PU 30x27 em 47783 DU6035 HITEC Surgical Incise Drape PU 60x35 cm 47783
DU3030 HITEC Surgical Incise Drape PU 30x30 cm 47783 DUe040 HITEC Surgical Incise Drape PU 60x40 cm 47783
DU3035 HITEC Surgical Incise Drape PU 30x35 cm 47783 DUB045 HITEC Surgical Incise Drape PU 60x45 cm 47783
DU3040 HITEC Surgical Incise Drape PU 30x40 cm 47783 DU8050 HITEC Surgical Incise Drape PU 60x50 cm 47783
DU3045 HITEC Surgical Incise Drape PU 30x45 cm 47783 DUB055 HITEC Surgical Incise Drape PU 60x55 cm 47783
DU3050 HITEC Surgical Incise Drape PU 30x50 cm 47783 DUB060 HITEC Surgical Incise Drape PU 60x60 cm 47783
DU3060 HITEC Surgical Incise Drape PU 30x60 cm 47783 DU6070 HITEC Surgical Incise Drape PU 60x70 cm 47783
DU3535 HITEC Surgical Incise Drape PU 35x35 cm 47783 DUG080 HITEC Surgical Incise Drape PU 60x80 cm 47783
DU3540 HITEC Surgical Incise Drape PU 35x40 cm 47783 DU6085 HITEC Surgical Incise Drape PU 60x85 cm 47783
DU3545 HITEC Surgical Incise Drape PU 35x45 cm 47783 DU6030 HITEC Surgical Incise Drape PU 60x90 cm 47783
DU3550 HITEC Surgical Incise Drape PU 35x50 cm 47783 DU6s40 HITEC Surgical Incise Drape PU 66x40 cm 47783
DU3560 HITEC Surgical Incise Drape PU 35x60 cm 47783 DU6645 HITEC Surgical Incise Drape PU 66x45 cm 47783
DU4030 HITEC Surgical Incise Drape PU 40x30 cm 47783 DU6660 HITEC Surgical Incise Drape PU 66x60 cm 47783
DU4035 HITEC Surgical Incise Drape PU 40x35 cm 47783 DUB690 HITEC Surgical Incise Drape PU 66x90 cm 47783
DU4040 HITEC Surgical Incise Drape PU 40x40 cm 47783 DU9045 HITEC Surgical Incise Drape PU S0x45 cm 47783
Du40o42 HITEC Surgical Incise Drape PU 40x42 cm 47783 DUS050 HITEC Surgical Incise Drape PU 90x50 cm 47783
DU4045 HITEC Surgical Incise Drape PU 40x45 cm 47783 DU9060 HITEC Surgical Incise Drape PU 90x60 cm 47783
DU4060 HITEC Surgical Incise Drape PU 40x60 cm 47783

UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S
Mutlukent Mahallesi 2073. Sokak (Eski 93 Sokak) No:10 Umitk&y — Gankaya — ANKARA UDEM Internd

erlification

T:03124430390 F:03124430376 info@udemltd.com.tr www.udem.com.tr Auditing Training Cenire Industry

Sayfa5/5 and Trade Inc. Co.




		2022-05-05T13:04:19+0300
	Moldova
	MoldSign Signature




