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SERTIFICATE OF CONFORMITY

We herewith certify that we manufacture Packing materials for sterilization and keeping medical instruments, which are
Class | products according to EU Regulation MDR 2017/745 (Regulation 1, Chapter I1I, Annex VIII), to be used for medical
purposes.

We hold a technical file of those products and have made a risk evaluation, according to the EU Regulation MDR 2017/745.

We therefore declare conformity such products with requirements stipulated in the a.m. EU Regulation MDR 2017/745.

Item Code Description Lot
SRP0520 Steridiamond flat roll for steam and EO sterilisation / 55 mm x 200 mt 456856E
SRP7520 Steridiamond flat roll for steam and EO sterilisation / 75 mm x 200 mt 258
SRP1020 Steridiamond flat roll for steam and EO sterilisation / 100 mm x 200 mt 625
SRP1520 Steridiamond flat roll for steam and EO sterilisation / 150 mm x 200 mt 20240306DEF101
SRP2020 Steridiamond flat roll for steam and EO sterilisation / 200 mm x 200 mt 20240830BRB23
SRP2520 Steridiamond flat roll for steam and EO sterilisation / 250 mm x 200 mt 62
SRP3020 Steridiamond flat roll for steam and EO sterilisation / 300 mm x 200 mt 2875
SRP4020 Steridiamond flat roll for steam and EO sterilisation / 400 mm x 200 mt 5236859
SRS7510 Steridiamond gussetted roll for steam and EO sterilisation /75 mm x 25 mm x 100 mt 240820075G
SRS1010 Steridiamond gussetted roll for steam and EO sterilisation / 100 mm x 50 mm x 100 mt 240820100G
SRS1010 Steridiamond gussetted roll for steam and EO sterilisation / 100 mm x 50 mm x 100 mt 200916100G
SRS1510 Steridiamond Gussetted roll for steam and EO sterilisation / 150 mm x 65 mm x 100 mt 240820150G
SRS1510 Steridiamond Gussetted roll for steam and EO sterilisation / 150 mm x 65 mm x 100 mt 200916150G
SRS2010 Steridiamond Gussetted roll for steam and EO sterilisation / 200 mm x 55 mm x 100 mt 240820200G
SRS2510 Steridiamond Gussetted roll for steam and EO sterilisation / 250 mm x 65 mm x 100 mt 240820250G
SRS3010 Steridiamond Gussetted roll for steam and EO sterilisation / 300 mm x 80 mm x 100 mt 240820300G
SRS4010 Steridiamond Gussetted roll for steam and EO sterilisation / 400 mm x 80 mm x 100 mt 240820400G
SBA0925 Steridiamond self-sealing pouch for steam and EO sterilisation / 90x250 mm 8562845C
SBA1426 Steridiamond self-sealing pouch for steam and EO sterilisation / 140x260 mm 20240830BAB1969
SBA1933 Steridiamond self-sealing pouch for steam and EO sterilisation / 190x330 mm 325
SBA3037 Steridiamond self-sealing pouch for steam and EO sterilisation / 300x370 mm 14RF
SBA3045 Steridiamond self-sealing pouch for steam and EO sterilisation / 300x450 mm 9
TVRP1070 Steriplasma Tyvek® flat roll for plasma sterilisation / 100 mm x 70 mt 34236EG
TVRP1570 Steriplasma Tyvek® flat roll for plasma sterilisation / 150 mm x 70 mt 45687525FDR9
TVRP2570 Steriplasma Tyvek® flat roll for plasma sterilisation / 250 mm x 70 mt 55449
TVRP4270 Steriplasma Tyvek® flat roll for plasma sterilisation / 420 mm x 70 mt 45368526 DFR854
SRPF0520 Steridiamond flat roll for steam, EO and form sterilisation /55 mm x 200 mt 45625878DRE
SRPF1020 Steridiamond flat roll for steam, EO and form sterilisation /100 mm x 200 mt 10257523FDE85
SRPF1520 Steridiamond flat roll for steam, EO and form sterilisation /150 mm x 200 mt 456865
SRPF2020 Steridiamond flat roll for steam, EO and form sterilisation / 200 mm x 200 mt 325865S
SRPF2520 Steridiamond flat roll for steam, EO and form sterilisation /250 mm x 200 mt 75625R
SRPF3020 Steridiamond flat roll for steam, EO and form sterilisation /300 mm x 200 mt 5
SRPF4020 Steridiamond flat roll for steam, EO and form sterilisation /400 mm x 200 mt 4565
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CEPTU®DIKAT BIAIMOBIAHOCTI

[um MU 3acBiggyemo, 1o BUpoOIsIEMO ITaKyBaIbHI MaTepialiy I CTeprimizamnii Ta 30epiraHHs MeANIHUX iHCTPYMEHTIB, SKi
e poxykramu | kacy BinnmoimHO 1o Permamenty €C MDR 2017/745 (npasmio 1, po3nin 111, Hogarox VIII) nmst BUKOpHCTaHHSA B
MEIAYHUX LIAX.

Mu 36epiraemo TexHIYHUI (ailn HuX MPOAYKTIB i 3pOOMIIN OLIHKY PH3UKIB BiAnoBiaHo no Permamenty €C MDR 2017/745.

Tomy Mu 3asBiIsIEMO TIPO BIANIOBIHICT TAKMX BUPOOIB BUMoraM, BukiIaaeHuM y Perimamenti €C MDR 2017/745.

Ko HasBanue Jlot
SRP0520 ITinocki pynoru s naposoi ta EO crepmizanii Steridiamond / 55 mm x 200 M 456856E
SRP7520 ITnocki pynoru s naposoi Ta EO crepmimizamii Steridiamond / 75 Mm x 200 M 258
SRP1020 Inocki pyaoru s naposoi ta EO crepuizauii Steridiamond / 100 mm x 200 m 625
SRP1520 ITnocki pystonu uist maposoi ta EO crepumizarii Steridiamond / 150 mm x 200 m 20240306DEF101
SRP2020 Inocki pyaonu ajis naposoi ta EO crepuizauii Steridiamond /200 mm x 200 m 20240830BRB23
SRP2520 ITocki pysionu ayist maposoi ta EO crepmumizarmii Steridiamond /250 mm x 200 M 62
SRP3020 Inocki pyaonu ajis naposoi ta EO crepunizanii Steridiamond / 300 mm x 200 m 2875
SRP4020 Inocki pyaonu ajis naposoi ta EO crepuizauii Steridiamond / 400 mm x 200 m 5236859
SRS7510 Pynonu 3i cknajakoro mist maposoi Ta EO crepminizanii Steridiamond / 75 mm x 25 MM x 100 M 240820075G
SRS1010 Pyunionu 3i ckiagkoro juist maposoi ta EO crepuiizanii Steridiamond / 100 mm x 50 MM x 100 M 240820100G
SRS1010 Pynonu 3i cknajkoro 1t maposoi ta EO crepmiizanii Steridiamond / 100 Mm x 50 MM x 100 M 200916100G
SRS1510 Pyuionu 3i ckiagkoro juist maposoi ta EO crepuiizanii Steridiamond / 150 MM x 65 MM x 100 M 240820150G
SRS1510 Pynonu 3i cknajkoro s maposoi ta EO crepmiizanii Steridiamond / 150 Mm x 65 MM x 100 M 200916150G
SRS2010 Pynonu 3i cknajkoro mist maposoi Ta EO crepuiizanii Steridiamond /200 MM x 55 MM x 100 M 240820200G
SRS2510 Pyionu 3i ckiiankoro juist naposoi Ta EO crepunizauii Steridiamond / 250 mm x 65 MM x 100 M 240820250G
SRS3010 Pynonu 3i ckimaakoro st maposoi Ta EO crepmiizanii Steridiamond / 300 Mmm x 80 MM x 100 M 240820300G
SRS4010 Pysonu 3i ckiiankoro juist naposoi Ta EO crepunizauii Steridiamond /400 mm x 80 MM x 100 M 240820400G
SBA0925 CamorepMeTr3yrodi makers Jurst nmaposoi Ta EO crepmmizamii Steridiamond / 90x250 MM 8562845C
SBA1426 CamorepmeTu3syrodi naketu juisi naposoi Ta EO crepunizauii Steridiamond / 140x260 mm 20240830BAB1969
SBA1933 CamorepmeTn3syrodi maketu juisi naposoi Ta EO crepunizauii Steridiamond / 190x330 mm 325
SBA3037 CamorepMeTr3yro4i makets Juist mapoBoi ta EO crepmizamii Steridiamond / 300x370 mm 14RF
SBA3045 CamorepmeTn3syrodi maketu juisi naposoi Ta EO crepunizauii Steridiamond / 300x450 mm 9
TVRP1070 ITnocki pynorn Tyvek® uis mia3menHoi crepritizamnii Steriplasma / 100 Mm x 70 M 34236EG
TVRP1570 [ocki pysonn Tyvek® s mimasmennoi crepriizaiii Steriplasma / 150 mm x 70 M 45687525FDR9
TVRP2570 ITnocki pynonn Tyvek® juist mtazmMeHHOI creprutizanii Steriplasma / 250 mm x 70 M 55449
TVRP4270 ITnocki pynorn Tyvek® uis mia3menHoi crepritizamii Steriplasma / 420 mm x 70 M 45368526DFR854
SRPF0520 I[ocki pysonu asis naposoi, EO ta ¢popmanbaerianoi crepumisarii Steridiamond / 55 mm x 200 M 45625878DRE
SRPF1020 ITinocki pynoru s naposoi, EO Ta ¢popmansaerinnoi crepmrizamii Steridiamond / 100 MM x 200 M 10257523FDES85
SRPF1520 I[ocki pysonu asis naposoi, EO ta dpopmansaerinnoi crepumizarii Steridiamond / 150 mm x 200 m 456865
SRPF2020 ITinocki pynoru s naposoi, EO Ta ¢popmansaerinnoi crepmrizamii Steridiamond /200 MM x 200 M 325865S
SRPF2520 ITnocki pynoru s naposoi, EO Ta ¢popmanbaerinnoi crepurizamii Steridiamond / 250 mm x 200 M 75625R
SRPF3020 I[ocki pysonu asis naposoi, EO ta ¢popmanbaerianoi crepumisarii Steridiamond / 300 MM x 200 m 5
SRPF4020 ITinocki pynoru s naposoi, EO Ta ¢popmansaerinnoi crepmrizamii Steridiamond / 400 MM x 200 M 4565
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