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Nazev vyrobce :
Cislo SRN :
Adresa :
Telefon:

Webova adresa:

NAZEV A KODY VYROBKU :

Smeérnice :

Posouzeni shody :

Klasifikace :

FTM AMBALAJ MEDIiKAL iTHALAT IHRACAT SAN.ve TiC.LTD.STi
TR-MF-000042201

Oguzeli OSB Korkiin Mah. Koray Aydin Cad.No:29 Oguzeli/ Gaziantep TURKEY
+90 342 238 40 81

www.ftmpack.com.tr E-MAIL: info@ftmpack.com.tr

Sterilizacni role a sacky (viz seznam v priloze)

Narizeni (EU) 2017/745 o zdravotnickych prostredcich.

Narizeni (EU) 2017/745 o zdravotnickych prostredcich

Priloha IV - EU prohlaseni o shodé (priloha II a pFiloha III)

Podle pfilohy VIII nafizeni (EU) 2017/745 o zdravotnickych prostredcich

Trida I Ostatni

TIMTO PROHLASUJEME, ZE VSECHNY VYSE UVEDENE VYROBKY S OZNACENIM CE, KTERE VYRABI NASE SPOLECNOST,
JSOU V SOULADU S NARIZENIM (EU) 2017/745 O MEDIALNICH ODCHYLKACH A SPLNUJI PREDPOKLADANA POUZITL.
VSECHNY SOUBORY CE BYLY CERTIFIKOVANY SPOLECNOSTI, TUDIZ BYLA ZARUCENA JEJICH PRAVOST.

HARMONIZOVANE NORMY

ISO 13485:2016

EN 11140-1:2014 EN 868-5:2018

EN 868-3:2017

IS0 15223-1:2016 EN ISO 11607-1:2020

ISO 14971:2019

EN62366:2008 EN ISO 11607-2:2020

Potvrzujeme timto, Ze prohlaseni o shodé se vydava na odpovédnost vyrobce.

Misto, datum:
Vystavil:
Razitko a podpis

GAZIANTEP / 15.11.2024
MURAT SAVASCI/ General Manager
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PRILOHA 1: SEZNAM VYROBKU
ZAKLADNi

UDI-DI NAZEV VYROBKU VELIKOST KOD MODEL | EMDN KOD UDI-DI
8681161456015 STERILIZACN] ROLE PLOCHA,3 IND | 5cm*200mt DSR 05200-3 DSR3

8681161456022 STERILIZACNI ROLE PLOCHA,3 IND | 7,5cm*200mt DSR 75200-3 DSR3

8681161456039 STERILIZACNI ROLE PLOCHA,3 IND | 10cm*200mt DSR 10200-3 DSR3

8681161456046 STERILIZACNI ROLE PLOCHA,3 IND | 12cm*200mt DSR 12200-3 DSR3 "
8681161456060 STERILIZACNI ROLE PLOCHA,3 IND | 15¢m*200mt DSR 15200-3 DSR3 ~§
8681161456077 STERILIZACNI ROLE PLOCHA,3 IND | 20cm*200mt DSR 20200-3 DSR3 E
8681161456084 STERILIZACNi ROLE PLOCHA,3 IND | 25cm*200mt DSR25200-3 | DSR3 :‘:.
8681161456091 STERILIZACNI ROLE PLOCHA,3 IND | 30cm*200mt DSR 30200-3 DSR3 § §
8681161456107 STERILIZACNi ROLE PLOCHA,3 IND | 35cm*200mt DSR35200-3 | DSR3 z é
8681161452420 STERILIZACNi ROLE PLOCHA,3 IND | 3gcm*200mt DSR38200-3 | DSR3 2 &
8681161456114 STERILIZACNi ROLE PLOCHA,3 IND | 40cm*200mt DSR40200-3 | DSR3 é §
8681161452406 STERILIZACNI ROLE PLOCHA,3 IND | 42cm*200mt DSR 42200-3 DSR3 =
8681161456138 STERILIZACNi ROLE PLOCHA,3 IND | 50cm*200mt DSR50200-3 | DSR3 E
8681161459399 ZATEZOVA ROLE 21cm*100mt RFR 21100 DSR 5-'
8681161459405 ZATEZOVA ROLE 30cm*100mt RFR 30100 DSR g
8681161459412 ZATEZOVA ROLE 42cm*100mt RFR 42100 DSR §
8681161459429 ZATEZOVA ROLE 50cm*100mt RFR 50100 DSR

8681161459436 ZATEZOVA ROLE 60cm*100mt RFR 60100 DSR

8681161459320 STERIL. SACEK PLOCHY, 3 IND 5cm*25cm DSP 0525-3 DSP3

8681161459313 STERIL. SACEK PLOCHY, 3 IND 7,5cm*17cm DSP 7517-3 D5P3

8681161456961 STERIL. SACEK PLOCHY, 3 IND 7,5cm*20cm DSP 7520-3 D5P3

8681161459306 STERIL. SACEK PLOCHY, 3 IND 7,5cm*27cm DSP 7527-3 D5P3 -
8681161456534 STERIL. SACEK PLOCHY, 3 IND 7,5cm*30cm DSP 7530-3 D5P3 %
8681161457258 STERIL. SACEK PLOCHY, 3 IND 7,5cm*35 cm DSP 7535-3 D5P3 B
8681161459290 STERIL. SACEK PLOCHY, 3 IND 7,5cm*40cm DSP 7540-3 D5P3 ;
8681161456480 STERIL. SACEK PLOCHY, 3 IND 10cm*15cm DSP 1015-3 DsP3 '
8681161456213 STERIL. SACEK PLOCHY, 3 IND 10cm*20cm DSP 1020-3 D5P3 z
8681161456220 STERIL. SACEK PLOCHY, 3 IND 10cm*25cm DSP 1025-3 D5P3 o
8681161459283 STERIL. SACEK PLOCHY, 3 IND 10cm*27cm DSP 1027-3 DsP3 é
8681161456237 STERIL. SACEK PLOCHY, 3 IND 10cm*30cm DSP 1030-3 D5P3 %
8681161456244 STERIL. SACEK PLOCHY, 3 IND 10cm*35cm DSP 1035-3 DSP3 = g
8681161456251 STERIL. SACEK PLOCHY, 3 IND 10cm*40cm DSP 1040-3 DSP3 o 5
8681161459139 STERIL. SACEK PLOCHY, 3 IND 10cm*50cm DSP 1050-3 D5P3 g g
8681161459146 STERIL. SACEK PLOCHY, 3 IND 10cm*57cm DSP 1057-3 D5P3 3 3
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8681161459153 STERIL. SACEK PLOCHY, 3 IND 12cm*20cm DSP 1220-3 DSP3
8681161459269 STERIL. SACEK PLOCHY, 3 IND 12cm*30cm DSP 1230-3 DSP3
8681161459276 STERIL. SACEK PLOCHY, 3 IND 12cm*40cm DSP 1240-3 DSP3
8681161456268 STERIL. SACEK PLOCHY, 3 IND 15cm*20cm DSP 1520-3 DSP3
8681161456275 STERIL. SACEK PLOCHY, 3 IND 15cm*25cm DSP 1525-3 DSP3
8681161457029 STERIL. SACEK PLOCHY, 3 IND 15cm*27cm DSP 1527-3 DSP3
8681161456503 STERIL. SACEK PLOCHY, 3 IND 15cm*30cm DSP 1530-3 DSP3
8681161459115 STERIL. SACEK PLOCHY, 3 IND 15cm*35cm DSP 15353 DSP3
8681161459122 STERIL. SACEK PLOCHY, 3 IND 15cm*38cm DSP 1538-3 DSP3
8681161457180 STERIL. SACEK PLOCHY, 3 IND 15cm*40cm DSP 1540-3 DSP3
8681161459993 STERIL. SACEK PLOCHY, 3 IND 15cm*50cm DSP 1550-3 DSP3
8681161456558 STERIL. SACEK PLOCHY, 3 IND 20cm*35¢cm DSP 2035-3 DSP3
8681161457135 STERIL. SACEK PLOCHY, 3 IND 20cm*40cm DSP 2040-3 DSP3
8681161459955 STERIL. SACEK PLOCHY, 3 IND 20cm*50cm DSP 2050-3 DSP3
8681161459962 STERIL. SACEK PLOCHY, 3 IND 20cm*60cm DSP 2060-3 DSP3
8681161459979 STERIL. SACEK PLOCHY, 3 IND 21cm*28cm DSP 2128-3 DSP3
8681161459986 STERIL. SACEK PLOCHY, 3 IND 21cm*35cm DSP 2135-3 DSP3
8681161458837 STERIL. SACEK PLOCHY, 3 IND 21cm*42cm DSP 21423 DSP3
8681161456343 STERIL. SACEK PLOCHY, 3 IND 25cm*35cm DSP2535-3 DSP3
8681161456947 STERIL. SACEK PLOCHY, 3 IND 25cm*38cm DSP 2538-3 DSP3
8681161456350 STERIL. SACEK PLOCHY, 3 IND 25cm*40cm DSP 2540-3 DSP3
8681161457241 STERIL. SACEK PLOCHY, 3 IND 25cm*50cm DSP 2550-3 DSP3
8681161459948 STERIL. SACEK PLOCHY, 3 IND 27cm*45cm DSP 2745-3 DSP3
8681161456374 STERIL. SACEK PLOCHY, 3 IND 30cm*40cm DSP 3040-3 DSP3
8681161459931 STERIL. SACEK PLOCHY, 3 IND 30cm*42cm DSP 3042-3 DSP3
8681161456381 STERIL. SACEK PLOCHY, 3 IND 30cm*45¢cm DSP 3045-3 DSP3
8681161456398 STERIL. SACEK PLOCHY, 3 IND 30cm*50cm DSP 3050-3 DSP3
8681161459917 STERIL. SACEK PLOCHY, 3 IND 30cm*60cm DSP 3060-3 DSP3
8681161459924 STERIL. SACEK PLOCHY, 3 IND 32cm*50cm DSP 3250-3 DSP3
8681161456404 STERIL. SACEK PLOCHY, 3 IND 35cm*50cm DSP 3550-3 DSP3
8681161456435 STERIL. SACEK PLOCHY, 3 IND 40cm*60cm DSP 4060-3 DSP3
8681161456442 STERIL. SACEK PLOCHY, 3 IND 42cm*60cm DSP 4260-3 DSP3
8681161457142 STERIL. SACEK PLOCHY, 3 IND 50cm*60cm DSP 5060-3 DSP3
8681161458958 PLOCHY ZATEZOVY SACEK 27cm*45cm RFP 2745 DspP
8681161458965 PLOCHY ZATEZOVY SACEK 32cm*S0cm RFP 3250 psp
8681161458972 PLOCHY ZATEZOVY SACEK 42cm*60cm RFP 4260 psp
8681161458989 PLOCHY ZATEZOVY SACEK 49em*64cm RFP 4964 psp
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8681161458996 PLOCHY ZATEZOVY SACEK 50cm*60cm RFP 5060 DsP

8681161459368 PLOCHY ZATEZOVY SACEK 55cm*60cm RFP 5560 DsP

8681161459375 PLOCHY ZATEZOVY SACEK 60cm*60cm RFP 6060 DsP

8681161459382 PLOCHY ZATEZOVY SACEK 64cm*90cm RFP 6490 DsP

8681161459726 SAMOLEP. STERILIZACNI SACEK 9cm*23em KYSP 0923-3 KYSP

8681161459733 SAMOLEP. STERILIZAENI SACEK 9cm*26cm KYSP 0926-3 KYSP z

8681161459740 SAMOLEP. STERILIZACNI SACEK 13cm*29cm KYSP 1329-3 KYSP E

8681161459757 SAMOLEP. STERILIZACNI SACEK 15cm*30cm KYSP 1530-3 KYSP E 9

8681161459764 SAMOLEP. STERILIZACNI SACEK 20cm*35cm KYSP 2035-3 KYSP E § n %

8681161459771 SAMOLEP. STERILIZACNI SACEK 20cm*42cm KYSP 2042-3 KYSP 2 w 2 =

8681161459788 o KYSP 3040-3 83 = g
SAMOLEP. STERILIZACNI SACEK 30cm*40cm KYSP g2z Q

8681161451638 STERILIZACNI OBALOVY ARCH KREP MODRY 50cm*50cm WRB 5050 WRP

8681161451645 ISTERILIZACNI OBALOVY ARCH KREP MODRY 60cm*60cm WRB 6060 WRP

8681161451652 HSTERILIZAfNi OBALOVY ARCH KREP MODRY | 75 % 75:m WRB 7575 WRP

8681161451669 HSTERILIZAfNi OBALOVY ARCH KREP MODRY 90em*90em WRB 9090 WRP

8681161451676 HSTER'“ZAE'\" OBALOVY ARCH KREP MODRY | 1 50¢m*100cm WRB 100100 WRP

8681161451683 STERILIZACNI OBALOVY ARCH KREP MODRY | 150¢m*120cm WRB 120120 WRP

8681161459665 STERILIZACNI OBALOVY ARCH KREP ZELENY 50cm*50cm WRG 5050 WRP \ E

8681161459672 STERILIZACN OBALOVY ARCH KREP ZELENY 60cm*60cm WRG 6060 WRP E

3681161459689 HSTERILIZACNI OBALOVY ARCH KREP ZELENY 75cm * 75cm WRG 7575 WRP g

8681161459696 HSTERILIZAfNi OBALOVY ARCH KREP ZELENY || g0 xg0 WRG 9090 \WRP E

8681161459702 HSTERILIZAfNi OBALOVY ARCH KREP ZELENY 100cm*100em WRG 100100 \WRP é §

8681161459719 STERILIZACN OBALOVY ARCH KREP ZELENY 120em*120em WRG 120120 WRP § %

8681161459603 STERILIZACNi OBALOVY ARCH KREP BiLY 50cm*50cm WRW 5050 WRP % g

8681161459610 STERILIZACNi OBALOVY ARCH KREP BiLY 60cm*60cm WRW 6060 WRP ,g §

8681161459627 HSTERILIZAfNi OBALOVY ARCH KREP BILY 75cm * 75em WRW 7575 \WRP é

8681161459634 HSTERILIZAfNi OBALOVY ARCH KREP BiLY 90cm*90cm WRW 9090 \WRP EI

8681161459641 HSTERILIZAfNi OBALOVY ARCH KREP BILY 100em*100em WRW 100100 \WRP g

8681161459658 STERILIZACNI OBALOVY ARCH KREP BiLY 120cm*120em WRW 120120 WRP §

8681161459559 SMMS OBALOVY ARCH (30GSM) 60cm*60cm SMS30 6060 WRP

8681161459566 SMIMS OBALOVY ARCH (30GSM) 75cm*75¢cm SMS30 7575 WRP

8681161459573 SMMS OBALOVY ARCH (30GSM) 90cm*90cm SMS30 9090 WRP

8681161459580 SMMS OBALOVY ARCH (30GSM) 100cm *100cm SMS30 100100 WRP

8681161459597 SMMS OBALOVY ARCH (30GSM) 120cm *120cm SMS30 120120 WRP

8681161459528 SMIMS OBALOVY ARCH (40GSM) 50cm*50cm SMS40 5050 WRP
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8681161459535 SMMS OBALOVY ARCH (40GSM) 60cm *60cm SMS40 6060 WRP

8681161459542 SMMS OBALOVY ARCH (40GSM) 75em*75¢em SMS40 7575 WRP

8681161457807 SMIMS OBALOVY ARCH (40GSM) 90cm*90cm SMS40 9090 WRP

8681161457814 SMIMS OBALOVY ARCH (40GSM) 100cm *100cm SMS40 100100 WRP

8681161459498 SMMS OBALOVY ARCH (40GSM) 120cm*120cm SMS40 120120 WRP

8681161459504 SMMS OBALOVY ARCH (40GSM) 130cm *130cm SMS40 130130 WRP

8681161459511 SMMS OBALOVY ARCH (40GSM) 130cm*150cm SMS40 130150 WRP

8681161454752 SMMS OBALOVY ARCH (60GSM) 50cm*50cm SMS60 5050 WRP

8681161454769 SMMS OBALOVY ARCH (60GSM) 60cm*60cm SMS60 6060 WRP

8681161454776 SMMS OBALOVY ARCH (60GSM) 75cm * 75cm SMS60 7575 WRP &«
8681161454783 SMMS OBALOVY ARCH (60GSM) 90cm*90cm SMS60 9090 WRP E
8681161454790 SMMS OBALOVY ARCH (60GSM) 100cm*100cm SMS60 100100 WRP § g
8681161454806 SMMS OBALOVY ARCH (60GSM) 120cm*120cm SMS60 120120 WRP g %
8681161454868 SMMS OBALOVY ARCH (60GSM) 130cm *130cm SMS60 130130 WRP ,g g
8681161454813 SMMS OBALOVY ARCH (60GSM) 130cm *150cm SMS60 130150 WRP E g
8681161459443 SMIMS OBALOVY ARCH (70GSM) 90cm*90cm SMS70 9090 WRP E
8681161459450 SMMS OBALOVY ARCH (70GSM) 100cm *100cm SMs70100100 | WRP i
8681161459467 SMMS OBALOVY ARCH (70GSM) 120cm*120cm SMS70 120120 WRP §
8681161459474 SMIMS OBALOVY ARCH (70GSM) 130cm*150cm SMS70 130150 WRP a
8681161459481 SMMS OBALOVY ARCH (70GSM) 170cm *180cm SMS70 170180 WRP

8681161459160 SMMS OBALOVY ARCH PROKL. (40 GSM) | 75cm*75¢m 1L40 7575 HDB .

8681161459177 SMMS OBALOVY ARCH PROKL. (60 GSM) | 90cm*90cm 1L40 9090 HDB §

8681161459184 SMMS OBALOVY ARCH PROKL. (60 GSM) | 100cm*100cm 1L40 100100 HDB F_L'

8681161459191 SMMS OBALOVY ARCH PROKL. (60 GSM) | 120cm*120cm IL40 120120 HDB é §
8681161459207 SMMS OBALOVY ARCH PROKL. (60 GSM) | 130cm*150cm IL40 130150 HDB % é g
8681161459214 SMMS OBALOVY ARCH PROKL. (60 GSM) | 75¢m*75¢m IL60 7575 HDB S T
8681161459221 SMMS OBALOVY ARCH PROKL. (60 GSM) | 90cm*90cm IL60 9090 HDB gl g g
8681161459238 SMMS OBALOVY ARCH PROKL. (60 GSM) | 100cm*100cm IL60 100100 HDB % E ®
8681161459245 SMMS OBALOVY ARCH PROKL. (60 GSM) | 120cm*120cm IL60 120120 HDB g8
8681161459252 SMMS OBALOVY ARCH PROKL. (60 GSM) | 130cm*150cm IL60 130150 HDB

8681161459351 TYVEK STERILIZACNi SACEK 5cm*20cm TYSP 0520 TYsp ~

8681161450938 TYVEK STERILIZACNI SACEK 7,5cm*20cm TYSP 7520 TYSP é 5
8681161450969 TYVEK STERILIZACNI SACEK 10cm*30cm TYSP 1030 TYSP = g
8681161450990 TYVEK STERILIZACNi SACEK 15cm*30cm TYSP 1530 TYSP E o 3
8681161451065 TYVEK STERILIZACNI SACEK 15cm*25cm TYSP 1525 TYSP & :g é g
8681161453076 TYVEK STERILIZACNI SACEK 20cm*35cm TYSP 2035 TYSP S g % 8
8681161459344 TYVEK STERILIZACNi SACEK 20cm*40cm TYSP 2040 TYSP g g E
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8681161459337 TYVEK STERILIZACNi SACEK 25cm*45¢cm TYSP 2545 TYSP

8681161458514 STERILIZ. ROLE SKLADANA, 3IND | 7,5cm*100m KSR 75100-3 KSR

8681161458521 STERILIZ. ROLE SKLADANA, 3 IND 10cm*100m KSR 10100-3 KSR ~

8681161458538 STERILIZ. ROLE SKLADANA, 3 IND 15cm*100m KSR 15100-3 KSR é E
8681161458545 STERILIZ. ROLE SKLADANA, 3 IND 20cm*100m KSR 20100-3 KSR 5 %
8681161458552 STERILIZ. ROLE SKLADANA, 3 IND 25cm*100m KSR 25100-3 KSR E g ) g
8681161458569 STERILIZ. ROLE SKLADANA, 3 IND 30cm*100m KSR 30100-3 KSR s' ~<Zt 8 §
8681161458576 STERILIZ. ROLE SKLADANA, 3 IND 35cm*100m KSR 35100-3 KSR § \g §
8681161458583 STERILIZ. ROLE SKLADANA, 3IND | 40cm*100m KSR 40100-3 KSR g é E
8681161450310 TYVEK STERILIZACNI ROLE 5¢cm*70m TYSR 0570 TYSR

8681161450327 TYVEK STERILIZACNI ROLE 7,5cm*70m TYSR 7570 TYSR uj
8681161450334 TYVEK STERILIZACN{ ROLE 10cm*70m TYSR 1070 TYSR E

8681161450341 TYVEK STERILIZACN{ ROLE 12ecm*70m TYSR 1270 TYSR é g
8681161450365 TYVEK STERILIZACN{ ROLE 15cm*70m TYSR 1570 TYSR & g
8681161450372 TYVEK STERILIZACN{ ROLE 20cm*70m TYSR 2070 TYSR é g
8681161450389 TYVEK STERILIZACN{ ROLE 25cm*70m TYSR 2570 TYSR % g
8681161450396 TYVEK STERILIZACNI ROLE 30cm*70m TYSR 3070 TYSR = 8
8681161450402 TYVEK STERILIZACN{ ROLE 35cm*70m TYSR 3570 TYSR g' é
8681161450419 TYVEK STERILIZACNI ROLE 40cm*70m TYSR 4070 TYSR % %
8681161450426 TYVEK STERILIZACNI ROLE 50cm*70m TYSR 5070 TYSR 32
8681161459887 STERILIZ.SACEK SKLADANY, 3 IND 7,5cm*25cm KSP 7525-3 KSP

8681161459894 STERILIZ.SACEK SKLADANY, 3 IND 10cm*30cm KSP 1030-3 KSP

8681161459900 STERILIZ.SACEK SKLADANY, 3 IND 10cm*39¢m KSP 1039-3 KSP

8681161455780 STERILIZ.SACEK SKLADANY, 3 IND 15cm*30cm KSP 1530-3 KSP >
8681161459856 STERILIZ.SACEK SKLADANY, 3 IND 15cm*35cm KSP 1535-3 KSP :g

8681161459863 STERILIZ.SACEK SKLADANY, 3 IND 15cm*40cm KSP 1540-3 KSP g

8681161459870 STERILIZ.SACEK SKLADANY, 3 IND 15cm*45cm KSP1545-3 KSP \g

8681161455841 STERILIZ.SACEK SKLADANY, 3 IND 20cm*40cm KSP 2040-3 KSP &

8681161459795 STERILIZ.SACEK SKLADANY, 3 IND 20cm*45cm KSP 2045-3 KSP é

8681161459801 STERILIZ.SACEK SKLADANY, 3 IND 25¢cm*50cm KSP 2550-3 KSP ; o
8681161459818 STERILIZ.SACEK SKLADANY, 3 IND 32cm*50cm KSP 3250-3 KSP EI " g
8681161459825 STERILIZ.SACEK SKLADANY, 3 IND 30cm*60cm KSP 3060-3 KSP § ~§ g
8681161459832 STERILIZ.SACEK SKLADANY, 3 IND 42cm*60cm KSP 4260-3 KSP g E §
8681161459849 STERILIZ.SACEK SKLADANY, 3 IND 50cm*60cm KSP 5060-3 KSP § g §

TD-07 / 08

6/6




