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CERTIFICATE

Full Quality Assurance System
Medical Devices Directive 93/42/EEC Annex |l
(Excluding Section 4)

Company Name : Tolmed Medikal Tekstil San. ve Tic. Ltd. $ti.

Company Address : Huzur Mahallesi 1218 Cad. No:5B Cankaya ANKARA / TURKEY

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

Product : Non Sterile Screw and Rod System - Class llb
Sterile Cervical ve Lumbar PEEK Cages - Class llb
Non Sterile Corpectomy Cages - Class llb
Sterile Cervical Mobile Disc Prosthesis - Class lib
Non Sterile Plate System - Class llb
Non Sterile Occipital Plate - Class llb
Non Sterile Posterior Screw and Rod System - Class llib

GMDN 1 61325, 38161, 43084
Product Types are attached.

Certificate Number :M.2016.106.6914
Report Number :MD.3145.YB
Initial Assessment Date :08.06.2016
Registration Date :04.08.2016
Recertification Assessment Date : 02.08.2019
Reissue Date / No : 13.04.2020/01
Revision Date /No - and Trade Inc. Co.

Expiry Date :27.05.2024

UDEM hereby declares that the requirements of Annex Il, excluding section 4 of the 93/42/EEC Directive have been oS )

met for the listed products. The above named manufacturer has established and applies a quality assurance system, w
which is subject to periodic surveillance audits, defined by Annex Il, section 5 of the forementioned directive. According ——

to Annex II, section 4 an EC design- examination certificate is required for placing the Class Ill devices on the market. r
UDEM's responsibility for class | devices covered by the EC sertificate is limited to manufacturing issues related to ‘

safeguarding and maintaining sterile conditions, if the dev,ce is sterile; and manufacturing issues related to product’s

conformity with metrological requirements, if it has measurement function. This certificate remains as the property of

UDEM International Certification Auditing Training Centre Industry and Trade Inc. Co. to whom it must be returnedupon U D E M
\.

request. The above named company and UDEM must keep a copy of this certificate for 5 years from the registration
of the certificate. Usage of the CE mark is under the responsibility of the manufacturer with thecompletion of EC
Declaration of Conformity. The above mentioned company must notify all changes relatedwith the approved product
to UDEM. If UDEM will not renew the expiry date of this certificate in question, thementioned company should stop
placing the product on the market. The validity of the certificate can be checked through www.udem.com. fr.

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara - TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 44303 76
E-mail’ info@Qudemitd com tr www udem com.tr
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This document containing 5 (five) pages is the Annex of the Certificate with the number
M.2016.106.6914 and with the registration date of 04.08.2016 and with the re-issue date
13.04.2020 issued for “Tolmed Medikal Tekstil San. ve Tic. Ltd. $ti.” by UDEM Uluslararasi

Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S. that is giving service as Notified Body
with the ID No: 2292 according to 93/42/EEC Medical Devices Directive.

UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S.
Mutlukent Mahallesi 2073. Sokak (Eski 93 Sokak) No:10 Umitkéy — Cankaya — ANKARA
T:03124430390 F:03124430376 info@udemltd.com.tr

www.udem.com.tr
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& = GMDN
Etiket Adi Boyutiar Uriin Dahili Referans No Kod
3.5x25 MM, 3.5530 MM, 35535 MM, 3,540 MM, 3.5x45 MM, 4.0x25 MM, 4,060
MM, 4.0X35 MM, 4.0X40 MM, 4.0X45 MM, 4.5x20 MM, §.5x25 MM, 4.5x30 MM,
4.5635 MM, 45040 MM, 4.5%45 MM, 5.0X25 MM, 5.0x30 MM, 5.0:40 MM, 5.0:45 3530, PAS3535, PAS3545, , PAS4030, PASAQ3S, PASA040, PASA04S,
MM, 5.0x50 MM, 5.5x20 MM, 5.5x25 MM, 5.5:30 MM, 5.535 MM, 5.5¢40 MM, PASAS20, PASAS2S, PASAS30, , PASS025, PASS035,
5,545 MM, 5.5x50 MM, 5.5x55 MM.6.0K25 MM, 6.0X30 MM, 6.035 MM, 60640 | PASSO45, PASSOS0, PASSS20, PASSS25, PASSS30, PASSS35, PASS540, PASS545, PASS550, PASS5S5,
SUPERMEDPOLYAXAL | MM- 6.0145 MM, 6.0x50 MW, 6.0x55 MM, 6.0X60 MW, 6.2X25 MM, 6.2X30 MM, PAS5035, . PASGO4S, . PASG055, PAS6225,
possiny 6.2X35 MM, 6.2040 MM, 6.2x45 MM, 6.2X50 MM, 6.2x55 MM, 6.2X60 MM, 6.5X25 | PAS6235, PAS6240, PAS6245, PAS6250, PAS6255, PASG52S, PAS6530, PAS6S35, PAS6540, PASG545, 61325
MM, 0.5x30 MM, 6.5x35 MM, 6.5x40 MM, 6.5x45 MM, 6. 5x50 MM, 6.5x55 MM, PASG550, PAS6555, PAS6560, PAST025, PAS7030, PAS7025, PAS7040, PAS7045, PAS7050, PAS7055,
6.5X60 MM, 7.0X25 MM, 7.0X30 MM, 7.0x35 MM, 7.0x40 MM, 7.0045MM, 7.0x50 | PAS7060, PAS7525, PAS7530, PASTS3S, PASTSH0, PASTS4S, PASTSSD, PASTSSS, PASTS60, PASS030,
MM,7.055 MM, 7.0450 MM, 7,525 MM, 7,530 MM, 7.535 MM, 7.5¢40 MM, PASB03S,  PASS04S, PAS80SS, , PASS065, . . .
7.5¢45 MM, 7.5¢50 MM, 7555 MM, 7.5%50 MM, 8.0:30 MM, 8035 MM, 80:40 | PASS0100
MM, 8.0x45 MM, 8.0x50 MM, 8.0x55 MM, S.0X50 MM, 8.0X65 MM, 8.0x70 MM,
5.0680 MM, 8.0x80 MM, 8.0100 MM
3525 MM, 2.5:30 MM, 3,535 MM, 3.5:45 MM, 4.530 MM, 4.535 MM, 4.530
WAL SRAE RNL, 5000 RURA -0 S OSSN ST R SPA3S2S, SPA3530, SPA3S3S, SPA3540, SPA3S45, SPAAS20, SPAAS2S, SPAAS30, SPA4S3S, SPAASA0,
5.0x55 MM, 5.0x50 MM, 5.5x20 MM, 5.525 MM, 5,50 MM, 5,535 MM, 5.540 | cppscqs spasna0, SPASO2S, SPASO40, SPASO4S, SPASOS0, SPASS20, SPASS2S, SPASS30, SPASS3S,
SUPERMED MM, 5.5x45 MM, 5.5x50 MM, 5.5x55 MM, 6.0x35 MM, 6.0x40 MM, 6.0x45 MM, SIS ORATE. ey  Shias.
MULTIFUNCTIONAL 6.0650 MM, 6.0x55 MM, 6.530 MM, 6.5:35 MM, 6.5¢40 MM, 6,545 MM, 6,550 | S A000, SPASS45, SPASSS0, . g 61325
SPABS35, SPA6S40, SPAGS4S, SPABSS0, SPAGSSS, SPABSE0 SPA7035, SPAT040, SPAT04S, SPAT0S0,
SCREW MM, 6.5¢55 MM, 5.5x60MM, 7.0x35 MM, 7.0x40 MM, 7.0x45 MM, 7.0x50 MM, I AT M iy pliteng At S AB00s.
7,055 MM, 7.5630 MM, 7.5035 MM, 7.5+40 MM, 7.5645 MM, 7.5kSO MM, 7.5655 | SPA7055 504750, 507355, 50740, 50745, S0ATE50, SPATE0S, TS0 g
MM, 7.560 MM, 8. 2035MM, 8 8.0x45 MM, 8.0x50 MM,
£.0¢55 MM, 8.0x75 MM, 3.0650 MM, 8.0:90 MM, 8.0x100 MM
35025 MM, 3,530 MM, 3,535 MM, 3. 5545 MM, 4,530 MM, 4,525 MM, 4,530
VA 43003 KA. A 3ut5 M5 SOKEE MM, 5000 W0, CPS3525, CPS3530, CPS3S35, CPSI540, CPS3545, CPSA520, CPSAS25, CPS4530, CPSAS3S, CPSAS40,
50645 MM, 5.0¢50 MM, 5,50 MM, 5,525 MM, 5.530 MM, 5.535 MM, 5.5040
CPS4545, CPSS030, CPSS035, CPSS040, CPSS045, CPSSO50, CPSS520, CPSSS2S, CPSSS30, CPSSS3S,
SUPEBIMED CNRRATED | M 53065 M, SISOMME, 3,065 ATV €035 MM, SO0 MM, .05 S, CPS5540, CPSS545, CPSSSS0, CPSSSSS, CPS6035, CPSS040, CPSS04S, CPS60SD, CPSS0SS, CPS6530,
6.0x50 MM, 6.0x55 MM, 6.5530 MM, 6.5x35 MM, 6.5%40 MM, 6.5x45 MM, 6.5¢50 » . g 61325
POLYAXIAL SCREW CPSB535, CPSB540, CPSS45, CPSG5S0 CPSESSS, CPCBS60, CPSTO3S, CPST040, CPSTO45, CPSTOS0,
MM, 6.5x55 MM, 7.0x35 MM, 7.0x40 MM, 7.0x45 MM, 7.0x50 MM, 7.0x55 MM,
CPS7055, CPS7530, CPS7535, CPS7540, CPST545, CPST550, CPSTSS5, CPSS030, CPSB035, CPS8040,
7.5G0MM, 7.5G5 MM, 7.5640 MM, 7.5¢45 MM, 7.5(50 MM, 7.5x55 MM, 0G0 | Sr70o CP7530, CP7535, CPE740, CPEois, B850, P75,
MM, 8.0x35 MM, 8.0x40 MM, 8.0x45 MM, 8.0x50 MM, 8.0x55 MM, 8.0x70 MM, d v b - v h
8.0680 MM, 8.0x90 MM, 8.0x100 MM
SUPERMED CANNULATED m £ ::'f: e :i‘::‘s"‘ mm;ﬁg;? CMSS530, CMSS535, CMSS540, CMSSS4S, CMS5550, CMSSSSS, CMS6530, CMSES35, CMS6540, siigs
MONOAXIAL SCREW e e o i At CMS6545, CMSE550, CMSS555, CMS7530, CMS7535, CMS7540, CMS7545, CMS7550, CMS7555
3.5x25 MM, 3.5x30 MM, 3.5:35 MM, 3,550 MM, 3.5745 MM, 4.0x25 MM, 4,030
MM, 4.0x35 MM, 4.0x40 MM, 4.5x20 MM, 4.5425 MM, 4.5430 MM, 4.535 MM,
4.5¢40 MM, 4.5¢45 MM, 5.030 MM, S.0GS MM, 5.0¢40 MM, 5.0x45 MM, 5.0x50 MASAS25,
MM, 5,520 MM, 5.5x25 MM, 5.530 MM, 5.5x35 MM, 5.5x40 MM, 5.5x45 MM, , "
SUPERMED MONOAXIAL | 5 5150 MM, 5,555 MM, 60635 MM, 6.0040 MM, 6.0c45 MM, 6.0150 MM, 6.0x55 s, 61325
MM, 6.5330 MM, 6.5x35 MM, 6.5x40 MM, 6.5x45 MM, 6.5x50 MM, 6.5x55 MM, s, MAS7035, 1 MAS7530,
7.0x35 MM, 7.0x40 MM, 7.0x45 MM, 7.0x50 MM, 7.0x55 MM, 7.5x30 MM, 7.5:35 MAS7535, MAS7540, MAS7545, ), MAS7555, ), 2
MM, 7.5x40 MM, 7.5x45 MM, 7.5x50 MM, 7.5x55 MM, 8.0x30 MM, 8.0:35 MM, MASS8050, MASB055
8.0x40 MM, 8.0x45 MM, 8.0x50 MM, 8.0x55 MM
30 1 . OxdS . 0xS0 54 5.5a30
:“‘s.gs'm’f“"sm"s’.:sw‘ms s':"ss’:‘s:mm PRSS040, PRSS045, PRSSOS0, PRSS0SS, PRSSS30, PRSS535, PRSS540, PRSSSAS,
SUPERMED POLYAXIAL - PRSSE50, PRISSES, PRSS03S, PRSSOS0, PRSHORS, PHSSOS0, PRISESS, PRSSSAD. PSSSAS, PRSSSS0,
REDUCTION SCREW 6.0x30 MM, 6.0x45 MM, 6.0x50 MM, 6.5535 MM, 6.5540 MM, 6.5645 MM, 6.5550 | pococeq preyas, PRS7040, PRS7045, PRS7050, PRSTOSS, PRS7535, PRS7540, PRS7545, PRS7SSO, iy
MM, 6.5655 MM, 7.0635 MM, 7.0040 MM, 7,065 MM, 7.0x50 MM, 7.0x55 MM, s
7.5x35 MM, 7.5¢40 MM, 7.5%45 MM, 7.5¢50 MM, 7.5x55 MM
S sban 5.0x30 MM, 5.0x35 MM, 5.0540 MM, 5.0%45 MM, 5.0x50 MM, 5.0x55 MM, 5.5:30 e e : ] ] ]
MULTIFUNCTIONAL e Tt s o e i SPRSS545, SPRSS550, SPRSSSSS, SPRSG03S, . . T
POLYAKIAL REDUCTON | 6:0%40 MM, 6.0145 MM, 6.050 MM, 6.5G5 MM, 6.5x40 MM, 6.5¢45 MM, 6.5¢50 g PN, SRR BATSE.
ikl MM, 6.5¢55 MM, 7.0x35 MM, 7.0x40 MM, 7.0x45 MM, 7.0£50 MM, 7.0x55 MM, il abisnre oty
7.5x35 MM, 7.5x40 MM, 7.5x45 MM, 7.5x50 MM, 7.5x55 MM g " g
S.0030 MM, 5.0x35 MM, 5.0x40 MM, 5.0x45 MM, 5.0x50 MM, 5.0x55 MM, 5.530
MM, 5.535 MM, 5. 5.5%45 MM, 5 5.5x55 MM, 6.0:35 MM, g
e MAOMYONXAL | .0xs0 M, 6.0045 MM, 6.0550 MM, 6.5435 MM, 6.5440 MM, 6.5545 MM, 6.5650 iy 61325
MM, 65455 MM, 7.0635 MM, 7.0x40 MM, 7.0x45 MM, 7.0x50 MM, 7.0:55 MM,
7,535 MM, 7.5¢40 MM, 7.5%45 MM, 7.5x50 MM, 7.5¢55 MM BN, g
3.5x25 MM, 3.5530 MM, 3.5535 MM, 35040 MM, 3.5+45 MM, 4.0x25 MM, 4.0630
MM, 4.0035 MM, 3.0x90 MM, 4.5x20 MM, 4,525 MM, 4.5530 MM, 4,535 MM, SR PR DS L T PPN SIE PRSI
4.Sx40MM, 4.5x45 MM, 5.030 MM, 5035 MM, 5.040 MM, S.0:45 MM, SO0 | popc000 pppsasas, pppsas3o, PPPSA535, PPPSA540, PPPSASAS,PPPSS030, PPPSS035, PPPSS040,
T MM, 5,520 MM, 5.5x25 MM, 5.530 MM, 5,535 MM, 5.5x40 MM, 5.545 MM, o g phasmm : d :
oD PoLrGAL | 5:5¢50 MW, 5.5x55 MM, 6.0x35 MM, 6.0140 MW, 6.0045 MM, 6.0x50 MM, 6.0x55 xas
MM, 6.5(30 MM, 6.5x35 MM, 6.5x40 MM, 6.5x45 MM, 6.5x50 MM, 6.5x55 MM, : o : 3 ms1 PPPST!
 ind 7.0635 MM, 7.0x40 MM, 7.0x45 MM, 7.0x50 MM, 7.0x55 MM, 7.5x30 MM, 7.5x35 e ' ”"'ms' ki 055 sao
= o ps = 4 = b: mﬂimmﬂﬁmmmﬂmmmmi
WANE 7S5 MR 7. SvO AV, 7-S00%0 MR, 7S5 RO, .00 M S0t MM PPPSB0S0,PPPSE05S, PPPSS060, PPPSB06S, PPPSB070, PPPS8080, PPPSS030, PPPSS0100
8.0x40 MM, 8.0x45 MM, 8.0x50 MM, 8.0x55 MM, 8.0x60MM 8.0x70MM 8.0xS0MM
2.0SOMM 8.0x100MM
3.5x25 MM, 3.5x30 M, 3.5035 MM, 3. 540 MM, 3.5x45 MM, 4.0x25 MM, 4.0:30
M, 4,035 MM, 40650 MM, 4.5520 bM, 4.5625 MM, 4.5630 MM, 4,535 MM, mmmmmssmmmsmm
4.5¢40 MM, 45145 MM, 5.030 MM, 5.0:35 MM, 50040 MM, 5.0045 MM, S5.0cS0 | PPMS4040, PPMS4520, , PPMSAS3S, PPMS4:
SUPERMED POLAR MM, 5.5:20 MM, 5.5:25 MM, 5.530 MM, 5.5x35 MM, 5.5x40 MM, 5.5x45 MM, PPMSS520,
PEDICULAR 5.5x50 MM, 55055 MM, 6.0635 MM, 6.0640 MM, 6.0x45 MM, 6,050 MM, 6.055 | PPMSS540, PPMS5545, PPMSSSSO, PPMSSS5S, PPMSG035, PPMS6040, PPMSGO4S, PPMSG0S0, o132
MULTIFUNCTIONAL MM, 6.5x30 MM, 6.5x35 MM, 6.5x40 MM, 6.5x45 MM, 6.5x50 MM, 6.5%55 MM, 1 MS6540, PPMS6545,
POLYAXIAL SCREW 7.0x35 MM, 7.0x40 MM, 7.0x45 MM, 7.0x50 MM, 7.0x55 MM, 7.5x30 MM, 7.535 A ), ), , PPMS7530, PPMS7535, PPMS7540, PPMS7545,
MM, 7.5x40 MM, 7.5x45 MM, 7.5x50 MM, 7.5x55 MM, 8.0x30 MM, 8.0x35 MM, PPMS7550, ), , P ), e ), PPMSS055,
- A
SUPERMED POLAR 5.5x30 mm, 5.535 mem, 5.5¢40 i, 5,545 mm, 5,550 mm, 5.5%55 mm, 6,530 | PPCPSSS30, PPCPSSS35, PPCPSS540, PRCPSSSAS, PPCPSSSS0, PPCPSSSSS, PPCPS6530, PPCPS6S3S,
PEDICULAR CANNULATED | mm, 6.5635 mm, 6.5540 mm, 65445 mm, 6.5x50 mm, 6.5x55 mm, 7.5630 mm, PPCPSS540, PPCPS545, PPCPSE550, PPLPSSSSS, PPOPSTS30, PPCPSTS35, PPCPSTSA0, PPCPSTSHS, 61325
POLYAXIAL SCREW 7.5x35 mm, 75440 men, 7545 mm, 7.5¢50 mm, 7.5¢55 mm PPCPS7550, PPCPSTS55
SUPERMED POLAR 5.5x30 mim, 5.535 mm, 5540 mim, 5.5¢45 mem, 55650 mon, 5,555 mm, 6500 | PPCMS5530, PPCMSS535, PPCMISS540, PPCMISS545, PPCMISS550, PPOMISS555, PPOMIS530,
PEDICULAR CANNULATED | mm, 6.5x35 mm, 6.5040 mm, 6.5x45 mm, 6.5¢50 mm, 6.5455 mm, 7.530 mm, PPCMSB535, PPCMSS540, PPOMSES45, PPCMSES50, PPCMSB555, PPCMST530, PPCMSTS35, 61325
MONOAXIAL SCREW 7.5x35 mm, 75440 mm, 7.5%45 mm, 7,550 sm, 7.5655 mm PPCMS?540, PPCMST545, PPCMST550, PPCMSTSSS
3,525 MM, 3.530 MM, 3 535 MM, 35040 MM, 3.5¢45 MM, 4.0x25 MM, 4,030
MM, 4.0635 MM, 4.0x40 MM, 4.5220 MM, 4.525 MM, 4.5630 MM, 4.5x35 MM, < e . p %
4.5040 MM, 4.545 MM, 5.0630 MM, 5.0x35 MM, 5.0040 MM, 5.0x45 MM, 5.0x50 - -
SUPERMED POLAR MM, 5.5:20 MM, 5.5x25 MM, 5.5x30 MM, 5.5635 MM, 5.5x40 MM, 5.5¢45 MM, : v
PEDICULAR MONOAXIAL | 5.5x50 MM, 5.5¢55 MM, 6.0:35 MM, 6.0x40 MM, 6.0x45 MM, 6.0:50 MM, 6.0x55 | - 61325
SCREW MM, 6.5x30 MM, 6,535 MM, 6.5x40 MM, 6.5¢45 MM, 6.5x50 MM, 6.5x55 MM,
7.0635 MM, 7.040 MM, 7.0645 MM, 7.0x50 MM, 7.0x55 MM, 7,530 MM, 7.5635 - ;
MM, 7.5x40 MM, 7.5x45 MM, 7.5x50 MM, 7.5¢55 MM, 8.0:30 MM, 8.0:35 MM, . p s
8.0x40 MM, 5.0x35 MM, 8.0x50 MM, 8.0x55 MM s
SUPERMED PEDIS 3.5x20mm 2.530mm 3.5x35mm 3.5x40mm 4.0:20mm 4.0x2 Smm 4.0x30mm
PEDIATRICPOLYAXIAL | 4.0x35mm 4.0x80mm 4.Sx30mm 4. S3Srmm 4. Sx40mm 4. Sx4Smm % PPAION), S0, 61325
el e PPASA540, PPASS030, PPASS035, PPASS040, PPASS045
SUPERMIED PEDIS
PEDIATRIC REDUCTION | 4.0x35mm 4.0x40mm 4 0xd5mm 5.0x35mm 5.0x40mm 5.0ed5mm ; , SPPAS404S, , 61225
POLYAXIAL SCREW
S o S.0x30 MM, 5.0:35 MM, 5.0:40 MM, 50645 MM, 5.0x50 MM, 5.0055 MM, 5.5:30
PeDIcULAR RbueTion | MM, 5.5635 MM, 5.5¢40 MM, 5.5¢45 MM, 5.5x50 MM, 5.5x55 MM, 6.0:35 MM, s,
pissmmbidon 6.0x40 MM, 6.0x45 MM, 6.0x50 MM, 6.5535 MM, 6.5x40 MM, 5.5x45 MM, 6.5x50 S6: 6540, PPRPSES4S,
MM, 6.5x55 MM, 7.0x35 MM, 7.0x40 MM, 7.0x45 MM, 7.0x50 M, 7.0x55 MM, RPST050, PPRPSTOSS, PPRPSTS3S,
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This document containing 5 (five) pages is the Annex of the Certificate with the number
M.2016.106.6914 and with the registration date of 04.08.2016 and with the re-issue date

13.04.2020 issued for “Tolmed Medikal Tekstil San. ve Tic. Ltd. Sti.” by UDEM Uluslararasi
Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S. that is giving service as Notified Body

[N
with the ID No: 2292 according to 93/42/EEC Medical Devices Directive.
7.5x35 MM, 7,540 MM, 7_5%45 MM, 7.5x50 MM, 7 5x55 MM
s S.0x30 MM, 5,035 MM, 50640 MM, 5.0%45 MM, 5.0650 MM, 5,055 MM, 5.530 PPMFRSS035, T 7
e A on | MM, 5.535 MM, 5.5¢40 MM, 5.5v45 MM, 5.5x50 MM, 5.5x55 MM, 6.035 MM, . PPMFRSSSSS,
MULTIFUNCTIONAL 6.0x40 MM, 6.0x45 MM, 6.0x50 MM, 6.5:35 MM, 6.5x40 MM, 6.5x45 MM, 6.5x50 PPMFRS5035, PPMIFRSE040, PPMFRS6045, RS6535, 40, 61325
e MM, 6.5x55 MM, 7.0x35 MM, 7.0x40 MM, 7.0x45 MM, 7.0x50 MM, 7.0x55 MM, PPMFRSS550, 555, 040, PPMFRS7045,
7.5x35 MM, 7.5440 MM, 7.5¢45 MM, 7.5x50 MM, 7.5¢55 MM PPMFRS7050, PPMFRS7055, PPMFRS7535, PPMFRS7540, PPMERS754S, PPMFRS7550, PPMFRS7555
SUPERMED POLAR MM, 5.5x35 MM, 5.5x40 MM, 5.5x45 MM, 5.5x50 MM, 5.5x55 MM, 6.0:35 MM, PP RSSSSS,
PEDICULAR REDUCTION | 6.0x40 MM, 6.0x45 MM, 6.0¢50 MM, 6.535 MM, 6.5%40 MM, 6.5¢45 MM, 6.5¢50 Y PPMRS6SSS, 61325
MONOAXIAL SCREW MM, 6.5¢55 MM, 7.0x35 MM, 7.0x40 MM, 7.0¢45 MM, 7.0x50 MM, 7.0x55 MM, PPMRS7035, PPMRS7040, PPMRS7045, PPMRS7050, PPMRS7055, PPMRS?535, PPMRS?540,
7.5x35 MM, 7.5x40 MM, 7.5%45 MM, 7.5450 MM, 75455 MM 545,
5,5%40, 5,5%50, 5,5660, 5,5x70, 5,5%80, 5,50, 5,50100, 5,510, 5,5120, 5,5x130,
5,5x140, 5,5x150, 5,5x160, 55170, 5,5:180, 5,5¢190, 55200, 5,5210,5,5220, | SR1504, SR1505, SR1506, SR1507, SR1508, SR1509, SR1510, SR1511, SR1512, SR1513, SR1S14,
5,50230, 5,5x240, 5,5x250, 5,5260, 5,5270, 5,5x280, 55290, 5,5300, 55310, | SR1515, SR1516, SR1517, SR1518, SR1519, SR1520, SR1521, SR1522. SR1523, SR1524, SR1525,
SiEhia ssice 5,5x320, 5,5%400, 5,5x480, 5, 5500, 5,5%600, 6,0x40, 6,0x50, 6,0460, 6,070, 6,580, | SR1526, SR1527, SR1528, SR1529, SR1530, SR1531, SR1532, SR1540, SR1548, SR1550, SR1560, e
6.0%90, 6,0x100, 6,0¢110, 6,0x120, 6,0x130, 6,0x140, 6,015, 5,04160, 5,06170, SR1604, SR1605, SR1606, SRI607, SR1608, SR1609, SRI610, SR1611, SR1612, SRI613, SR1614,
6.0x180, 6,0190, 6,0x200, 6,0210, 6,0:220, 0230, 6,0:240, 6,0x250, 6,0x260, SR1615, SR1616, SR1617, SR1618, SR1619, SR1620, SR1621, SR1622, SR1623, SR1624, SR1625,
6.0270, 6,080, 6,0290, 6,0300, 6,310, 6,0:320, 60400, 6,0:480,6,0x500, | SR1626, SR1627, SR1628, SR1629, SR1630, SR1631, SR1632, SR1640, SR1648, SR1650, SR1660
5.04600
5:5%40, 5,5x50, 5,660, 5,570, 5,5x80, 5,5%90, 5.5x100, 5,5x110, 5,5x120, 5,5130, | ccpy o4, s5R1505, SSR1506, SSR1507, SSR1508, SSR1509, SSR1510, SSR1511, SSR1512, SSR1S13,
5,5¢140, 5,5x150, 5,5x160, 5,5170, 5,5x180, 5,5x190, 5,5¢200, 5,5210, 5,520,
SSR1514, SSR1515, SSR1516, SSR1517, SSR1518, SSR1519, SSR1520, SSR1521, SSR1522, SSR1523,
5.5%230, 5,540, 5,5250, 5,5260, 55270, 5,5080, 5,5290, 55800, 5,5a10, | SH1o8 ST S S S0t S0, S, e, S i
5.5x320, 5,5%400, 5,5x480, 5, 5500, 5, 54600, 6,0x40, 6,0x50, 6,060, 6,0x70, 6,080, g d g g .
SUPERMED ROD SSR1548, SSR1550, SSR1560, SSR1604, SSR160S, SSR1606, SSR1607, SSR1608, SSR1609, SSR1610, 61325
6,0%90, 6,0x100, 6,010, 6,0x120, 6,0x130, 6,0x140, 6,0x150, 6,0x160, 6,0x170,
SSR1611, SSRI612, SSR1613, SSR1614, SSR1615, SSR1616, SSR1617, SSRI618, SSR1619, SSR1620,
6.0x180, 6,0x190, 6.0x200, 6.0x210, 6,05220, 6,0x230, 6.0x240, 6,0:250, 605260,
6,0x270, 6,280, 6,0:290, 6,06300, 6,0310, 6,020, 6,0x400, 6,480, 506500, | 1021, SSR1622, SSR1623, SSRI624, SSR1625, SSR1626, SSR1627, SSR1628, SSR1629, SSR1630,
6.00600 ) ’ Ehaing SSR1631, SSR1632, SSRI640, SSR1648, SSR1650, SSR1660
A MNSYERSE | 2050 MM, 5060 MM, 60.70 MM, 70-80 MM, 8090 MM, SOMM, 100MM TL140, TL150, TLI60, TL170, TL1SO, TL90, TLIOO 61325
SUPERMED TRANSVERSE | 40mm, Some, 60mm, 70mm, 80mm, 90mm, 100mm TLR140, TIR1S0, TLR160, TLR170, TLR180, TR190, TLR20O 61325
SUPERMED MULTIAXIAL
e neron | 40:60 MM, 6080 Mm MTLA050, MTL5080 61325
SUPERMED LATERAL
e 15 MM, 20 MM LONT1S, LONT20 61325
SUPERMED LATERAL
ey EXTENSION FOR 1 ROD, EXTENSION FOR 2 ROD ECNTO1, ECNTO2 61325
SUPERMED MONOBLOCK
CONNECTOR OCNT 61325
SUPERMED SACRAL
MULTIAXIAL CONNECTOR 06Nt e
SUPERMED TRANSVERSE
tpme M 61325
SUPERMED PEDICULAR
sy 85, 837, 89 PHO805, PHOSO7, PHO809 61325
SUPERMED PEDICULAR
HOOK OFFSET 5, 57 PHFOS0S, PHFOS07 61325
LEFT/RIGHT
mm N x5, Su7, 9, D6, MF, H, Hed LHOS0S, LHOS07, LHOSO9, LHO706, LHO707, LHO709, LHO711 61325
SUPERMED LAMINAR
e o | ho 71 LHLATO9, LHLAT11 61325
SUPERMED LAMINAR
<l ma.mar LHRATO9, LHRAT11 61325
SUPERMED LAMINAR
HOOK OFFSET Sx5, Sx7 LHFOS05, LHFO507 61325
LEFT/RIGHT
D IRINONE L HT3L0507, HT3L0509, HT3L0511 61325
SO TIES HOOK | a7, st 2011 HT3R0S07, HT3R0509, HT3ROS11 61325
oD TRANSVERSE | a0mm, S0mm, 60mm, 70mm, 80mim, 90mm, 100mm 40TB, SOTB, 60TB, 70T8, S0TB, 90TB, 100TB 61325
el 30-40 mm, 40-50 mm, 50-60 mm, 60-70 mm CLCSOTB, CLOSOTB, CLCTOTB, CLCBOTB 61325
SUPERMED PEDIATRIC | 5.0x40, 5.0x60, 5.0x 80, 5.0 100, 5.0% 120, 5.0x 140, 50x 160, 5.0x 180, 5.0x | PPRAO, PPRE0, PPREC, PPR100, PPRI20, PPR140, PPRI160, PPRISO, PPR200, PPR250, PPR300, g
STICK 200, 5.0x 250, 5.0 % 300, 5.0% 400, 5.0x 500 PPRA0O, PPRS00
SUPERMIED PEDIS
PEDIATRIC TRANSVERSE | 40mm, Somm, 60mm PTC40, PTCS0, PTCS0 61325
LINK
SUPERMED PEDIS
PEDIATRIC LINK 7,5mm 5.0/5.0, 7,5mm 5.0/6.0 PPRC7550, PPRCS060 61225
CONNECTOR
SUPERMED PEDIS
PEDIATRIC LATERAL PPLC 51225
CONNECTOR
SUPERMED PEDIS
PEDIATRIC AXIAL 5,0MM PPAC 61325
CONNECTOR
SUPERMED PEDIS
PEDIATRIC LAMINAR 40%55,40x6,5,40%7,5,50x5,5, 50%6,5,50x 7.5 n PLH406S, PLHSOSS, PLHS0SS, PLHS07S 61325
HOOK
SUPERMED PEDIS
PEDIATRIC PEDICULAR | 7,5x5,5,7.5x6,5 PPH7S55, PPH7S6S 61325
HOOK
STERILE SUPERMED
St 12-04, 12-05, 12-06, 12-07, 12-06, 12-09, 14-04, 14.05, 1406, 14-07, 14-08, 1409, | SCD1204, SCD1205, SCD1206, SCDI207, SCD1208, SCD1209, SCD1404, SCD1405, SCD1406, B—
it 16-04, 16-05, 16-06, 16-07, 16-08, 16-09 SCD1407, SCD1408, SCD1409, SCD1604, SCD1605, SCD1606, SCD1607, SCDI608, SCD1609
STERILE SUPERMED S5CD1204, SSCD1205, SSCD1206, SSCD1207, SSCD1208, SSCD1209, SSCD1404, SSCD1405,
MoBILE CERvIcALDISC [ 120 ::f‘:: 1206, :::; 12-08,12-0, 14-04, 1405, 14-06, 14-07, 14-08, 1409, | <oc1406, SSCD1407, SSCD1408, SSCD1409, SSCD1604, SSCDI60S, SSCD1606, SSCDI607, 43084
PROSTHESIS k35003808, 1507, 6108, 3600 SSCD1608, SSCD1609
STERILE SUPERMED HIGH
FLEX EXPENDABLE 12x1804, 12x145, 1251466, 12147, 121468 SECPC124, SECPC125, SECPCI26, SECPC127, SECPC128 38161
CERVICAL PEEK CAGE
STERILE SUPERMED ey
CERVICAL KNIFE PEEK 124, N4, 12, T, BAZKY, A4, S, 614, adaa, | SPCB41214, SSCPCBS1214, SCPCB61214, SSCPCBT1214, SSCPCBE1214, SSCPCBA1414,
CAERMATOMEN. | SRt SIIR Setaas i Tn e S SSCPCBS1414, SSCPCB61414, SSCPCB71414, SSCPCBS1414, SSCPCBA1216, SSCPCBS1216, 38161
sl g - SSCPCB61216, SSCPCB71216, SSCPCB81216
STERILE SUPERMED SCPC041214, SCPCOS1214, SCPCOGT214, SCPCO71214, SCPCOB1214, SCPCOAT414, SCPCOS14T4,
4t » ) 4, 3 ¥ 3 8 \ ? ¥ % ¢ 4
CERVICALPEEKCAGES, | ~xi2xid 24 suzn; b :ﬁ: ::z‘:i; SAGAR, GAA4 DAAL, | o p0061414, SCPCOT1414, SCPCOB1414, SCPCOS1216, SCPCOS1216, SCPCOG1216, SCPCOT1216, 38161
ANATOMICAL SURFACE  Acl216, Sciaais, Bi2xls, s SCPCO81216
STERILE SUPERMED HIGH
FLEXIBLE OPENABLE 12x14x8, 12X14%S, 12X14%6, 12x14x7, 12x14x8 SYAS1204, SYAS1205, SYASIZ06, SYASIZ07, SYAS1208 P P »
CERVICAL PEEK CAGE F
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Mutlukent Mahallesi 2073. Sokak (Eski 93 Sokak) No:10 Umitkéy — Cankaya — ANKARA
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This document containing 5 (five) pages is the Annex of the Certificate with the number
M.2016.106.6914 and with the registration date of 04.08.2016 and with the re-issue date
13.04.2020 issued for “Tolmed Medikal Tekstil San. ve Tic. Ltd. $ti.” 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.

226 MM, 22x7 MM, 22x5 MM, 229 MM, 22x10 MM, 22x11 MM, 22x12 MM, 246 | SLCD2206, SLCD2207, SLCD2208, SLCD2209, SLCD2210, SLCD2211, SLCD2212, SLCD2406, SLCD2407, sdini
MM, 2457 MM, 248 MM, 2459 MM, 24x10 MM, 2411 MM, 24x12 MM SLCD2408, SLCD2408, SLCD2410, SLCD2411, SLCD2412
ﬁ&m?&ﬁ%ﬁm’:‘:mﬁ;&%ﬁ 2:." SLCAZ206, SLCA2207, SLCAZ208, SLCAZ209, SLCAZ210, SLCAZ211, SLCAZ212, SLCA2214, SLCA216, I
et SLCA2406, SLCA2407, SLCA2408, SLCA2409, SLCAZ410, SLCA2411, SLA2412
2451247, 24x12x8, 24x12x8, 24x12x10, 24x12x11, 24x12x12 SAC1207, SAC1208, SAC1209, SACI210, SAC1211, SAC1212 38161
STERILE SUPERMED HIGH
24x1007, 24x10x8, 2410x9, 24x10x10, 24x10x11, 24x10x12 SEPC1007, SEPC1008, SEPC1008, SEPCI010, SEPC1011, SEPC1012 28161
24x10c7, 241009, 24x10x11, 28x10x13, 2810x7, 28109, 28x10x11, 2810x13, SBC2407, SBC2409, SBC2411, SBC2413, SBC2807, SBC2809, SBC2811, SBC2813, SBC3207, SBC3209, o
321047, 32x10x9, 32x10x11, s8C3211, S8C3213
24x10c7, 241069, 24x10c11, 24x10x13, 25x10:7, 281060, 286x10K11, 27x10x13, | SBCA2407, SBCA2409, SBCA2411, SBCAZAL3, SBUAZBOY, SBCAZB0, SBCAZ811, SBCAZS13, o
321047, 32x10x0, 32X10x11, 32x10x13 SBCA3207, SBCA3209, SBCA3211, SBCAI2I3
STERILE SUPERMED HIGH | , 4,107 24110x9, 24x10c11, 24x10x13, 28107, 28x10x0, 28x10x11, 27x10x13, SEBC2407, SEBC2409, SERC2411, SEBC2413, SEBC2807, SEBC2809, SEBC2811, SEBC2813, SEBC3207, =
321047, 3261069, 32x10x11, 321013 SEBC3209, SEBC3211, SEBC3213
STERILE SUPERMED HIGH
24x10x7, 24x10x8, 24x 109, 24x10x10, 24x10x11, 24x10x12 SYAL1007, SYAL1008, SYAL1009, SYAL1010, SYAL1011, SYAL1012 38161
12 mm, 14 mm, 16 ram, 18 mm, 20 mm, 22 mm, 24 mm, 26 mm, 28 mm, 30 mm, 32
D e e e e . | o8 a Tk T s orm e o e oy |
54 mm, 57 mm, 60 mm, 63 mm, 64mm, 66 mm, 68mm, 62 mm, 72 mm, 76 mm, 80 " s 4 % " i ’
mrm, 84 mm, 88 mm, 92 mm
4.0x10, 4.0x12, 4.0x14, 4.0x16, 4,018, 4,.0x20, 4.5x10, 4.5%12, 4.5x14, 4.5%16, CAPSA010, CAPSA012, CAPSAO1A, CAPSAL6, CAPS#O1S, CAPS#020, CAPSIS10, CAPSASI2, e
ANTERIOR PLATE SCREW | 4.5¢18, 4.520 CAPSA514, CAPSAS16, CAPSAS1S, CAPS4520
4.0x10, 4.0x12, 4.0x14, 4.0x16, 4.0x18, 4.0x20, 4.5610, 4.512, 4.5x14, 4515, CAPSRA010, CAP CAPSRAQ14, CAP CAPSRA020, CAF e
4.508,4.520 CAPSRASI2 CAPSRASIA, CAPSRASLS, CAPSRASIS, CAPSRAS20
3,55 MM, 3.550 MM, 3 535 MM, 3.5¢0 MM, 3.5x45 MM, 4.0x25 MM, 4.0%30
MM, 4.0X35 MM, 4.0X40 MM, 4.0X45 MM, 4.5x20 MM, 4.5x25 MM, 4.530 MM, PASE3530, PASEA030,
4.5635 MM, 4.5x40 MM, 4.5%45 MM, 5.0X25 MM, 5.030 MM, 5.0x40 MM, 5.0x45 PASES525,
MM, 5.0650 MM, 5. 5525 MM, 5.5G0 MM, 5.535 MM, 5.5x40 MM, PASESO2S, PASESO30, PASESO35, PASES040, PASESO4S, PASES0S0, PASESS20, PASESS25,
5.504S MM, 5.5(50 MM, 5.5x55 MM,5.0X25 MM, 5.0X30 MM, 6.035 MM, 6.0:40 PASESS3S, ; PASESSS0, PASESSSS, PASEG02S, PASES030,
SUPERMED POLYAXIAL | MM, 6.0x45 MM, 6.0x50 MM, 6.0x55 MM, 6.0X50 MM, 6.2X25 MM, 6200 MM, | PASES035, PASEG040, PASEG04S, PASEGOSO, PASES0SS, PASEG060, PASEG225, PASES230,
TYPE I COATED UNIQUE | 6.2x35 MM, 6.2x40 MM, 6.2%45 MM, 6.2x50 MM, 6.2455 MM, 6.2X60 MM, 6.505 61325
SCREW MM, 6.5330 MM, 6.5x35 MM, 6.5x40 MM, 6.5¢45 MM, 6.5¢50 MM, 6.5x55 MM, PASESSSO, PASEZO2S,  PASE?035,
6.5X50 MM, 7.0X25 MM, 7.0X30 MM, 7.0x35 MM, 7.0x40 MM, 7.0¢45 MM, 7.0x50 PASEZ04S, , PASE7S25, PASE7S30, PASE7S35,
MM,7.055 MM, 7.0X60 MM, 7.5K25 MM, 7.5x30 MM, 7.5x35 MM, 75540 MM, PASE7540, PASETS45, PASETSS0, PASETSSS, PASETSE0, PASEB030, PASES03S, PASES040,
7.5x45 MM, 7.5¢50 MM, 7.5%55 MM, 7.5X60 MM, 8.0x30 MM, 8.035 MM, 8.0x40 : .
MM, 8.0x45 MM, 8.0x50 MM, 8.0x55 MM, 8.0X50 MM, 8.0X65 MM, 8.0x70 MM, PASE0100
8.0x80 MM, 8.0x90 MM, 8.0x100 MM
3,525 MM, 3.530 MM, 3.5:35 MM, 3.5%40 MM, 3.5+45 MM, 4.0x25 MM, 4.0X30
MM, 4.0X35 MM, 4.0X40 MM, 4.0%45 MM, 4.520 MM, 4.5Q5 MM, 4530 MM, | PASEL352S, PASEL3530, PASEL3535, PASEL3540, PASEL3545, PASELA02S, PASEL4030, PASEL403S,
4,535 MM, 4,540 MM, 4.5x45 MM, 5.0X25 MM, 5.0030 MM, 5,040 MM, 5.0x45 | PASELI040, PASEL 4045, PASELA520, PASEL4525, PASEL4530, PASELAS35, PASELAS40, PASELASAS,
MM, 5.0050 MM, 5.5x20 MM, 5.5x25 MM, 5.5630 MM, 5,535 MM, 55540 MM, PASEL502S, PASELS030, PASELS035, PASELS040, PASEL 5045, PASELS050, PASELS520, PASELSS2S,
5.5x45 MM, 5.550 MM, 5.5¢55 MM,5.0K25 MM, 6.0130 MM, 6.035 MM, 60640 | PASELSS30, PASELSS25, PASELS540, PASELSS4S, PASELSSS0, PASELSSSS, PASELG02S, PASELS030,
SUPERMED POLYAXIAL | MM, 6.0x45 MM, 6.0x50 MM, 6.0x55 MM, 6.0050 MM, 6225 MM, 6230 MM, | PASELG03S, PASELG040, PASELG04S, PASELG0SO, PASEL622S,
TYPE I COATED UNIQUE | 6.2x35 MM, 6.2540 MM, 6.2545 MM, 6.2x50 MM, 6.2x55 MM, 62X60 MM, 6.5X25 | PASEL6235, PASEL6240, PASELG245, PASELG250, PASELES30, PASELES3 61325
REDUCTION SCREW MM, 6.5x30 MM, 6.5535 MM, 6.5x40 MM, 6.5x45 MM, 6.5x50 MM, 6.5x55 MM, PASEL6S40, PASEL6545, PASELG550, PASELGSSS, PASEL6560, PASELTO2S, PASEL7030, PASEL703S,
6.5X60 MM, 7.0X25 MM, 7.0X30 MM, 7.0x35 MM, 7.0x40 MM, 7.0<45 MM, 7.0x50 | PASEL7040, PASEL7045, PASEL7050, PASEL7055, PASEL7060, PASEL7525, PASEL7530, PASEL7535,
MM,7.0x55 MM, 7.0X60 MM, 7.5%25 MM, 7.5x30 MM, 7.535 MM, 7.5:40 MM, PASEL7540, PASEL7545, PASEL7550, PASEL75SS, PASEL7S60, PASELS030, PASELBO3S, PASELS040,
7.5x45 MM, 7.5x50 MM, 7.5x55 MM, 7.5X60 MM, 8.0x30 MM, 8.0635 MM, 8.0x40 | PASELB045, PASELB0S0, PASELBOSS, PASELB0GO, PASELBOGS, PASELBO7O, PASELB0SO, PASELS0S0,
MM, 8.0x45 MM, 8.0x50 MM, 8.0x55 MM, 8.0X60 MM, 8.0X65 MM, 8.0x70 MM, PASEL80100
8.0¢80 MM, 8.0x30 MM, 8.0x100 MM
D R 3 bl s 556035, SSS6040, SSS6045, SS6050, SSSE0SS, SS57040, SSS7045, SSS7050, SSS705S, SSS7060,
aesons i iy e ey s SS57070, SSS7080, SSS7090, SSS70100, SS58035, SSS8040, 5558045, SSS80S0, SSS80SS, SSSS060, 61325
e $S58070, SSS8080, SSS8090, SSS80100
55240, 5,5+50, 5,5460, 5.5%70, 5,580, 5,5%90, 5,5x100, 5,5%110, 5,5%120, 5,5%130,
5,5x140, 5,5x150, 55160, 5,5¢170, 5,5x180, 5,5¢190, 5,5x200, 5,510, 5,5020, | ER1504, ER1505, ER1506, ER1507, ER1508, ER1509, ER1510, ER1511, ER1512, ER1513, ER1S14,
5.5x230, 5,5:240, 5,5x250, 5,560, 5,570, 5,5:280, 5,520, 5,5300,5,5310, | ER1515, ER1516, ER1517, ER1518, ER1519, ER1520, ER1521, ER1522, ER1523, ER1524, ER1525,
SUPERMED FLEXRIGID | 5:5¥320. 5,56400, 5,5¢480, 5,550, 5,54600, 6,0x40, 6,0x50, 60460, 6,0x70, 6,080, | ER1526, ER1527, ER1528, ER1529, ER1530, ER1531, ER1532, ER1540, ER1543, ER1550, ER160, i
6,0x90, 6,0x100, 6,010, 6,0x120, 6,0x130, 6,0x140, 6,0x150, 6,0x160, 6,0x170, ER1604, ER1605, ER1606, ER1607, ER1608, ER1609, ER1610, ER1611, ER1612, ER1613, ER1614,
6,0x180, 6,0x190, 6,020, 6,0x210, 6,020, 6,0x230, 6,0240, 6,0250, 6,260, | ER1615, ER1616, ER1617, ER1618, ER1619, ER1620, ER1621, ER1622, ER1623, ER1624, ER1625,
6,0270, 6,0:280, 6,0x290, 6,04300, 6,06310, 6,0320, 6,0x400, 6,04480, 6,0x500, | ER1626, ER1627, ER1628, ER1629, ER1630, ER1631, ER1632, ER1640, ER1648, ER1650, ER1660
6.0x600
5,5¢40, 5,550, 5,560, 5,570, 5,5x80, 5,590, 5,5x100, 5,510, 5,5x120, 55130, | pq; 504 SRR1505, SRR1506, SRR1507, SRR1508, SRR1S09, SAR1510, SRR1511, SRR1S12, SRR1S13,
5:5x140, 5,515, 5,5x160, 5,170, 5,5x180, 5,5c190, 55200, 5,910, 5,920, | 514, SRR1S1S, SRRISI6, SRRISI7, SRRISIS, SRRIS19, SRR1520, SRR1521, SRR1522, SRR1S23,
556230, 5,5:240, 556250, 55260, 550270, 5,50280, 55290, 55300, 55310, | )04’ SaR1525, SRR1S26, SRR1527, SRR1S28, SRR1529, SRR1530, SRR1521, SRR1532, SRR1S40,
SUPERMED FLEX SEMI- 5,5¢320, 5,5%400, 5,5¢480, 55500, 5,54500, 6,0x40, 6,050, 6,0x50, 6,070, 5,080, | o0 smssomscosnnmm SRR1606, SRR1607, SRR1608, SRR1609, SRRI610, 61325
MOVEABLE ROD 6,0690, 6,0x100, 6,0¢110, 6,0x120, 6,0¢130, 6,0x140, 6,0x150, 6,0x160, 6,0x170, mﬂ& v g IREIaR. ¥ 3 . .
11, SRR1612, SRR1613, SRR1614, SRR115, SRR1616, SRR1617, SRR1618, SRR1619, SRR1620,
6.0x180, 6,0x190, 6.0x200, 6,06210, 6,01220, 6,0x230, 6,0x240, 6,0:250, 606260, | cppy67y SRR1622, SRR1623, SRR1624, SRR1625, SRR1626, SRR1627, SRR1628, SRR1629, SRR1630
6,0x270, 6,0x280, 6,0x290, 6,0x300, 6,0x310, 6,0x320, 6,040, 6,0%480, 6,0x500, : : J
. SRR1631, SRR1632, SRR1640, SRR1648, SRR1650, SRR1660
5,5x40, 5,5%50, 5, 5460, 5,5%70, 5,5%80, 5,5490, 5,5%100, 5,5x110, 5,5%120, 5,5x130, | DYN1504, DYN1505, DYN1506, DYN1507, DYN1508, DYN1509, DYN1510, DYN1511, DYN1512,
5.5x140, 5,5150, 5,5x160, 5,517, 5,5¢180, 5,5x190, 5,5x200, 5,5%210, 5,5x220, | DYN1513, DYN1514, DYN1515, DYN1516, DYN1517, DYN1518, DYN1519, DYN1520, DYN1521,
5,5x230, 55240, 5, 9250, 5,960, 5,570, 5,580, 5,529, 5,5300,5,5G10, | DYN1S22, ; DYNIS2Z, DYN1530,
SUPERMED DYNAMIC 5,5x320, 5,51400, 5,5%480, 5,5¢500, 556500, 6,040, 6,0650, 6,060, 6,0x70, 6,080, DYN1540, DYN1560, -
ROD 6,0x30, 6,0x100, 6.0x110, 6.5120, 6,0x130, 6,0x140, 6.0x150, 6.0x160, 6.0x170, DYNI611, DYNI612, DYNI613, DYNI614, DYNI61S,
6.0x120, 6,0x190, 6,020, §.0x210, 6,0:220, 6.0x230, 6,0x240, 6.0x250, 6,04260, DYNI617,
60270, 56,0280, 6,290, 6,030, 65310, 6,0320, 6,0x400, 6,0:430, 6,06500, DYNIE27,
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e e PASPLK7535, PASPLK7540, PASPLK7545, PASPLK7550, PASPLK755S, PASPLK7560, PASPLKSG30,
: 7. 7. , 7.5X60 MM, 8.0x30 MM, 8.035 MM, 3.0x40
PASPLKS035, PASPLKS040, PASPLKB045, PASPLKS050, PASPLKBOSS, PASPLKS0GO,
MM, 8.0c45 MM, 8.0xS0 MM, 8.0x55 MM, 8.0160 MM, 8065 MM, sox7omm, | 235 K805 BEZHEORS, BAEPUERS BROPEEOR
8.0x80 MM, 8.0690 MM, 8.0100 MM y v
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This document containing 5 (five) pages is the Annex of the Certificate with the number
M.2016.106.6914 and with the registration date of 04.08.2016 and with the re-issue date
13.04.2020 issued for “Tolmed Medikal Tekstil San. ve Tic. Ltd. $ti.” by UDEM Uluslararasi

Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.3. that is giving service as Notified Body
with the ID No: 2292 according to 93/42/EEC Medical Devices Directive.

35625 MM, 3.5:30 MM, 3.5x35 MM, 3.5x40 MM, 3.5x45 MM, 4.0:05 MM, 8.0X30 | paqn 357, PASTLK3530, PASTLKI535, PASTLK3540, PASTLK3545, PASTLKA02S, PASTLK4030,
MM, 4.0X35 MM, 4.0X40 MM, 5.0%45 MM, 4,520 MM, 4.5x25 MM, 4,530 MM,
PASTLKA035, PASTLKADA0, PASTLK4045, PASTLXAS20, PASTLKA525, PASTLK4S30, PASTLKAS3S,
4505 MM, 4.5¢40 MM, 4.545 MM, 5.0:25 MM, 5.0030 MM, SOcAOMM. SOKS | 5 450, pASTL K545, PASTLKS025, PASTLKS030, PASTLKS035, PASTLKS040, PASTLKS045,
MM, 5.0¢50 MM, 5.5:20 MM, 5.525 MM, 5,560 MM, 5.5:35 MM, 5.5¢40 MM, i smaipistey
5545 MM, 5.5¢50 MM, 55055 MM.5.0X25 MM, 6.0030 MM, 6.0635 MM, 6.0140
PO ANONSAL | St G A S5 A6 e i, £ S0 MM, SIS M, IO M, :m.ﬂmrmpmpmmsrm,:ms
REDUCTION RESCUE € 235 MOX, 62000 MM, 62045 MM, 5.2X50 MI4, 52155 MM, 6200004, 65105 | PASTLRBOSO, PASTLIROSS, PISILIEEIR P i 61325
PASTLK6245, PASTLK6250, PASTLK6255, PASTLK6525, PASTLKES30, PASTLK6535, PASTLK6540,
SCREW MM, 6.5x30 MM, 6.5x35 MM, 6.5x40 MM, 6.5x45 MM, 6.5x50 MM, 6.5x55 MM,
PASTLK6545, PASTLKG5S0, PASTLKESSS, PASTLK6S60, PASTLK7025, PASTLK7030, PASTLK73S,
6.5X60 MM, 7.0X25 MM, 7.0%30 MM, 7.0x35 MM, 7.0x40 MM, 7.0x45 MM, 7.0x50
PASTLK7040, PASTLK7045, PASTLK7050, PASTLK70SS, PASTLK7060, PASTLK7525, PASTLK7S30,
MM,7.0x55 MM, 7.0X60 MM, 7.5X25 MM, 7.5x30 MM, 7.5x35 MM, 7.5¢40 MM,
e PASTLK7535, PASTLK7540, PASTLK7545, PASTLK7550, PASTLK7SSS, PASTLK7560, PASTLK8O30,
5x45 MM, 7.5x50 MM, 7.555 MM, 7.5X60 MM, 8.0x30 MM, 8.0x35 MM, 8.0x40
PASTLKB035, PASTLKE040, PASTLKBO4S, PASTLKS050, PASTLKSOSS, PASTLKB060, PASTLKS06S,
MM, 8.0x45 MM, 8.0x50 MM, 8.0x55 MM, 8.0X50 MM, 8.0X55 MM, 8.0x70 MM, e ER80. PSR PAETLIINIL
8.0x80 MM, 8.0x90 MM, 80100 MM
3525 MM, 3,530 MM, 3.535 MM, 35540 MM, 3 545 MM, 4.0:25 MM, 4. 0G0
MM, 4.0135 MM, 4.0X80 MM, 4.0X45 MM, 4.5:20 MM, 4 525 MM, 4530MM, | PASCKIS2S, PASCK3S30, PASCKIS3S, PASCK3540, PASCKISA', PASCKAQ2S, PASCKA030, PASCKAGSS,
.5435 MM, 4.5040 MM, 4.5¥45 MM, 5.0105 MM, 5.0050 MM, S.0n40MM, S.0x45 | PASCKAO40, PASCK4045, PASCKA520, PASCKA525, PASCKASI0, PASCKAS3S, PASCKASA0, PASCKASAS,
MM, 5.0¢50 MM, 5.5:20 MM, 5.5625 MM, 5.5:30 MM, 5.5¢35 MM, 5.5¢40 MM, PASCKS025, PASCKS030, PASCKS035, PASCKS040, PASCKS04S, PASCKS0S0, PASCKSS20, PASCKSS25,
©.5¢45 MM, 5.550 MM, 5.5¢55 MM.6.0X25 MM, 6.030 MM, 6.085 MM, 6,040 | PASCKS530, PASCKSS35, PASCKSS40, PASCKSSAS, PASCKSSS0, PASCKSSSS, PASCKS025, PASCK6030,
SUPERMED POLYAXIAL | MM, 6.0x45 MM, 6.0<50 MM, 6.0x55 MM, 6.0X60 MM, 6.2X25 MM, 6.2X30 MM, | PASCKG035, PASCK6040, PASCKGO45, PASCKGO50, PASCKE0SS, PASCKG060, PASCK6225, PASCKE230,
CANNULATEDRESCUE | 620635 MM, 6,240 MM, 6.2%65 MM, 6.2650 MM, 6.2x55 MM, 6.2X60 MM, 6.5K25 | PASCK6235, PASCK6240, PASCKG245, PASCK250, PASCKG25S, PASCKGS25, PASCKES30, PASCKES35, | 61325
SCREW MM, 6.5630 MM, 6.535 MM, 6.5x40 MM, 6.5¢45 MM, 6.5x50 MM, 6.5¢55 MM, PASCKE540, PASCKG545, PASCKESS0, PASCKESSS, PASCK6560, PASCK7025, PASCK7030, PASCK7035,
6.5X50 MM, 7.0X25 MM, 7.0X30 MM, 7.035 MM, 7.0x40 MM, 7.0x45 MM, 7.0x50 | PASCK7040, PASCK7045, PASCK7050, PASCK7055, PASCK7060, PASCK7525, PASCK7530, PASCK7535,
MM,7.0x55 MM, 7.0XG0 MM, 7.5K25 MM, 7,530 MM, 7.5635 MM, 7.5540 MM, PASCK7540, PASCKT 545, PASCK7S50, PASCK7555, PASCK7560, PASCKBO30, PASCKBO35, PASCKS040,
75045 MM, 7.5%50 MM, 7.5455 MM, 7.5Y60 MM, 5.0x30 MM, .05MM, 8040 | PASCKB04S, PASCKBOS0, PASCKS0SS, PASCKB060, PASCKB065, PASCKBO70, PASCKS080, PASCKB0S0,
MM, 8.0x45 MM, 8 2.0S5MM, 8. $.0X65 MM, 8.070 MM, PASCKS0100
2.0680 MM, 8.0x90 MM, 8.0100 MM
e St L SR N RN SIS PASMICKI525, PASMICKI530, PASMICK3535, PASMICK3 540, PASMICK3545, PASMCKAOZS,
PASMCK4030, PASMCKA03S, PASMCK4040, PASMCKA04, PASMCKAS20, PASMCKAS2S,
MM, 4.0X35 MM, 4.0X40 MM, 4.0X45 MM, 4.5x20 MM, 4.5x25 MM, 4.5¢30 MM,
PASMCKA530, PASMCKAS3S, PASMICKASA0, PASMCKAS4S, PASMICKS02S, PASMCKS030,
45035 MM, 4.5¢40 MM, 4.5¢45 MM, 5.0X25 MM, 5.0630 MM, 5,040 MM, 5.0145
PASMCKS035, PASMCKS040, PASMCKS04S, PASMCKS520, PASMCKS525,
MM, 5.0x50 MM, 5.5x20 MM, 5,525 MM, 5.5x30 MM, 5.535 MM, 5.5x40 MM,
PASMCKSS30, PASMCKS535, PASMCK5S40, PASMCKSS45, PASMCKSS50, PASMCKSSSS,
5.5x45 MM, 5.5x50 MM, 5.5¢55 MM.6.0K25 MM, 6.0X30 MM, 6.0x35 MM, 6.0x40
PASMCKS025, PASMCK5030, PASMCK6035, PASMCK5040, PASMCK5045, PASMCK5050,
SUPERMED MONOAXIAL | MM, 6.0x4S MM, 6.0x50 MM, 6.0x55 MM, 6.0X60 MM, 6.2X25 MM, 6.2Y30 MM,
PASMCKS0SS, PASMCK6060, PASMCK5225, PASMCK6230, PASMCK6235, PASMCK6240,
CANNULATEDRESCUE | 6.2x35 MM, 6.2x40 MM, 6.2x45 MM, 6.2X50 MM, 6.2x55 MM, 6.2X60 MM, 6.525 61325
PASMCKG245, PASMCK6250, PASMCK6255, PASMCKG525, PASMCK6530, PASMCKB535,
SCREW MM, 6.560 MM, 5.535 MM, 6.5¢40 MM, 6.5¢45 MM, 6.5¢50 MM, 6.5¢55 MM,
PASMCKB540, PASMCKE545, PASMCKBS50, PASMCKBSSS, PASMCKG560, PASMCK7025,
6,560 MM, 7.0X25 MM, 7.0X30 MM, 7.0x35 MM, 7.0x40 MM, 7.0x45 MM, 7.050
PASMCK7030, PASMCK7035, PASMCK7040, PASMCK7045, PASMCK?050, PASMCK70SS,
MM,7.0x55 MM, 7.0X60 MM, 7.5K25 MM, 7.5630 MM, 7.5635 MM, 7.5¢40 MM,
PASMCKT060, PASMCK7525, PASMCK7530, PASMCK7S35, PASMICK7 540, PASMCK7S45,
7.5¢45 MM, 7.5¢50 MM, 7.5¢55 MM, 7.5X50 MM, 5.0630 MM, 8.035 MM, 80140
MM, 5.0x45 MM, 8.0¢50 MM, 8.0x55 MM, 3.0X50 MM, 8.0X55 MM, 8.0x70 MM, PASMCK7550, PASMCK7SS5, PASMCKTSG0, PASMCKB030, PASMICKBO3S, PASMCKB040,
s 8.0:90 MM, & ’ PASMCKBO45, PASMCKB0S0, PASMCKBOSS, PASMCKS060, PASMCKB06'5, PASMCKEOT0,
- PASMCKS080, PASMCKS090, PASMCKS0100
SUPERMED LORDOTIC " =
MODULER PLATE S5"ASMM, S5SHI 672000, 5250 520N, 6404 B, LMPSS35, LMPSS45, LMP20, LMPS25, LMPE30, LMPE3S, LMP840, LMPBAS, LMPE50, LMPE60 61325
ool 8°50MM, 8°60MM,
SUPERMED HOOK 3,0MM, 3,5MM, 5,0MM, 5,5MM, 7.0MM, 7,5MM, 8,0MM, 8,5MM TMPH30, LMPH35, LMPHS0, LMPHSS, LMPHT0, LMPH75, LMPHE0, LMPHBS 61325
e ACE | 3 onM, 3.5MM, 5.0MM, 5,5MM, 7,0MM, 7,5MM, 8.0MM, 5,5MM LMPA30, LMPA3S, LMPASO, LMPASS, LMPATO, LMPATS, LMPASO, LMPABS 61325
SUPERMED S i A . o SSTYTRESO, SSTYTRE7S, SSTYTRE100, SSTYIRE12S, SSTYTRE150, SSTYTRE175, SSTYTRE200,
ToRocoLnar mr:s:;'oo. 1050, 1&75.1&1:'.?7121251:::?373 000 5940, | SSTYTR9S0, SSTYTRS?S, SSTYTR9100, SSTYTRI125, SSTYIRI1S0, SSTYTRS175, SSTYTRS200, ras
GROOVED Ti, ROD SSTYTR1050, SSTY SsTY SSTYTR10125, SSTY SSTYTR10175, SSTYTR10200
SUPERMED
TOROKOLUMBAR ssTKTD 61325
CONNECTOR, Ti, DOMINO
FNERVED LUMBAR 92002534) [32.44) [42.58) [56,84] 924{23.29) [28,40) [38.54] [S2.76) [74.114) 928 Loanzsg' Loans:' tmcs:’ e, LI 38161
CORPECTOMY CAGE 130,44 [42,58) [56,24] [82,130] [100,140] - . h ;
LCC283044, LCC284258, LOC285684, LOC2882130, LCC28100140
PERMED LUMBAR CCA202534, LCCA203244, LCCAZ CCA205684
gnmwwc 920mmi25,34] [32,44] [42,58] [56,84] §24mm(23.29) [28.40] [38,54] [52.76] ll.‘._ ooy -L - e tngﬂn 1ocA2474114 28161
[74,114) @28mm][20,44) [42.58] [56.84) [82,130} [100,140]
ANGLED 1 LCCA284258, prossmayps 1C
10mm{10,13] (10,17] (16,251 CC101013, CC101017, CC101625
SUPERMED CERVICAL $12mm{10,13] (10,17 (16,25 (24,401 (39551 €C121013, CC121017, CC121625, CC122440, CC123965
TITANIUM CORPECTOMY | @14mmi10,13] [10,17] [16,25} [24.40} [39.55) CC141013, CC141017, CC141625, CC142440, CC143965 38161
CAGE @16mm{10,13] [10,17) [16.25} [24.40) [39.65] CC161013, CC161017, CC161625, CC162440, CC163965
$20mm{10,13] [10,17] {16,25] CC201013, CC201017, CC201625
S R ncy | #12mmi16.251 (24,401 (395651 CCA121625, CCA122440, CCA123965 i
o s B14mm{16,25) [24,40) [39,65] CCA141625, CCA142440, CCA143965
SUPERMED CORPECTOMY
il ccs 38161
3 Sxi0mm, 3 Sxi2mm, 3 S 4mm, 3 Sxibmm, 3 SBmm, 3 5x20mm, 3.522mm, =
SUPERMED TYPE If 3.5x24mm, 3. 5x26mm, 3.528mm, 3.530mm, 3.5c2mm, 3563 4mm, 3.536mm, ; o s PPsa12,
COATED CERVICAL 3.5x38mm, 3. SwdOmm, 4.0c10mm, 4.0cL2men, 4 Dx4me, 4.0xl6mm, 40ABmm, | oot ol v o q . 61325
POSTERIOR SCREW AMMAMMAMMQMM‘MN&Omtm bt s O o . i s S
2.0x:38mm, 4 4.0x52mm, 4 2.0046mm i = '
SUPERMED SPNAL
S Sk Dt | 35%40mM, 3.5680mm, 3.5120mim, 3.5200mm SPSS1304, SPSS1308, SPSS1312, SPSS1320 61325
iz g AL | suoRT, LONG 50CPS, SOCPL 61325
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This is to certify that

Quality Management System
for Medical Devices

of

TOLMED MEDIKAL TEKSTIL SAN. VE TiC.LTD.STi.

HUZUR MAH. 1218. CAD. NO: 5/B
CANKAYA - ANKARA / TURKIYE

complies with requirements of

ISO 13485:2016

This certificate is valid concerning all activities related to;

PRODUCTION AND SALES OF SPINAL IMPLANTS

OMURGA IMPLANTLARI URETIMI VE SATISI

ISO 02 745 811 Oct. 1, 2020 Oct. 7, 2021
Certificate No. Date of this Certificate Certification Expiry Date

Sep. 23, 2020 Oct. 8, 2019 le““ /
Date of Audit Date of Registration Managing Director / Director '

Medicert Uluslararasi Uriin Ve Sistem Belgelendirme Ltd. Sti. ; Ehﬁm
Tersane Mah. Cemal Giirsel Cad. No:11/3 Halide Hnm. Apt. Karsiyaka / Izmir
Tel: 0232 327 33 44 www.medicert.com.tr info@medicert.com.tr i«
This certificate is only valid if it is available/valid on Medicert website at www.medicert.com.tr E‘

This certificate of Registration remains the property of Medicert Certificate Ltd and shall be returned immediately upon request
* In Case if Surveillance Audit is not allowed to be conducted on or before the specifed date; the Certificate shall be Suspended/Withdrawn.
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CATALOG REF Material
NO PRODUCT NAME PICTURES
1 | SUPERMED POLYAXIAL SCREW WITH ROD DIA 5,5mm PAS . Ti6AI4Y
2 | SUPERMED POLYAXIAL SCREW WITH ROD DIA 6mm SPA E Ti6AI4YV
Poz.nr 3
SUPERMED CANNULATED POLYAXIAL SCREW o
3 Ti6AI4Y
(CEMENT TYPE) sme ‘\ oA
4 | SUPERMED MONOAXIAL SCREW MAS Ti6AI4V
Poz.nr 2
5 SUPERMED REDUCTION MONOAXIAL SCREW SMRS Ti6AI4V
Poz.nr 4
6 | SUPERMED REDUCTION POLYAXIAL SCREW SPRS — Ti6AI4YV
Poz.nr 5
7 | SUPERMED ROD 40mm-120mm SR Ti6AI4YV
8 | SUPERMED ROD 130mm-300mm SR \ TisAIAV
Poz.nrl
9 | SUPERMED ROD 400mm-600mm SR Ti6AI4V
@o- ©
SUPERMED MULTIAXIAL TRANSVERSE CONNECTOR L
p— -
10 | SUPERMED CROSS CONNECTOR TLR el Ti6A4V
SUPERMED TRANSVERSE LINK MTL ”

Poz. nr 6



ORTOFIX
Typewriter
Poz.nr 1

ORTOFIX
Typewriter
Poz.nr 2

ORTOFIX
Typewriter
Poz.nr 3

ORTOFIX
Typewriter
Poz.nr 4

ORTOFIX
Typewriter
Poz.nr 5

ORTOFIX
Typewriter
Poz. nr 6

ORTOFIX
Highlight

ORTOFIX
Highlight

ORTOFIX
Highlight

ORTOFIX
Highlight

ORTOFIX
Highlight

ORTOFIX
Highlight

ORTOFIX
Highlight

ORTOFIX
Highlight


STERILE SUPERMED CERVICAL PEEK CAGE SYA 2 \ PEEK
3
STERILE SUPERMED CERVICAL BLADED PEEK CAGE SSCPSB A v PEEK
1)
STERILE SUPERMED EXPANDABLE CERVICAL PEEK sEcPC 'q, Vq’ PEEK
CAGE Ml = 23/
)
STERILE SUPERMED LUMBAR FUSION PEEK CAGE | SLCD — '5' § ' PEEK
-] ;: u
e -
ey
STERILE SUPERMED TLIF PEEK CAGE SBC S i 2 PEEK
=2 Ve
£ :
STERILE SUPERMED EXPANDABLE LUMBAR PEEK may
i PEEK
CAGE SYAL LLE’i 2 =D
SUPERMED LUMBAR CORPECTOMY CAGE Lcc Ti6AI4V
SUPERMED CERVICAL CORPECTOMY CAGE cc % Sy A Ti6AI4V
~SenBefianl, v
STERILE SUPERMED CERCIAL DISC PROTHESIS SSCD ... Ti6AI4V
|
SUPERMED CERVICAL ANTERIOR PLATE CAP Ti6AI4V
SUPERMED ANTERIOR PLATE SCREW CAPS Ti6AI4V




SUPERMED OCCIPITAL PLATE SOCPS Ti6AI4V
SUPERMED OCCIPITAL PLATE SCREW ccs Ti6AI4V
SUPERMED POSTERIOR POLYAXIAL SCREW SPPPS Ti6AI4V
SUPERMED POSTERIOR ROD DIA SPSS Ti6AI4V
SUPERMED DOMINO CONNECTOR SSTKTD Ti6AI4V
SUPERMED LATERAL CONNECTOR LCNT Ti6AI4V
PH -
SUPERMED PEDICULAR HOOK PHE Ti6AI4V
Poz nr.7
LHA
SUPERMED LAMINAR HOOK LHR Ti6AI4V
LHF

Poz.nr 7



ORTOFIX
Typewriter
Poz nr.7

ORTOFIX
Typewriter
Poz.nr 7

ORTOFIX
Highlight

ORTOFIX
Highlight
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