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1. List of Packaging Components
Primary packaging

Secondary packaging

Label for primary packaging
Thermal transfer ribbon

Printed paper box

Label for paper box

Label for paper box with UDI
Group packaging box

Label for group packaging box
Round blue label

Round green label

Transport carton

Label for transport box

Package leaflet / instructions for use
Transparent adhesive sealing tape
Stretch film

Polypropylene strapping

Bubble wrap

Paper void fill



2. Packaging Identification

2.1 Basic Identification Data

Packaging Intended use Packaging Contact- EU market

component category sensitive

packaging

Primary Forms part of the  Inner packaging  Yes BG, CZ, DE, ES,

packaging sterile barrier. GR, HU, PL, PT,
Protective RO, SK, SI
packaging that
helps maintain
product protection
until use.

Secondary Forms part of the  Inner packaging Yes BG, CZ, DE, ES, GR,

packaging sterile barrier. HU, PL, PT, RO, SK,
Protective S|
packaging that
helps maintain
product protection
until use.

Label for Provides product  Inner packaging Yes BG, CZ, DE, ES, GR,

primary identification, HU, PL, PT, RO, SK,

packaging traceability and S|
required labelling
information.

Thermal Printing consuma- No BG, CZ, DE, ES, GR,

transfer ribbon  ble used to print HU, PL, PT, RO, SK,
variable infor- S|
mation on labels
or packaging.

Paper box Serves as sales- Sales packaging No BG, CZ, DE, ES, GR,
unit packaging; HU, PL, PT, RO, SK,
contains and S|
protects the
packaged product
and carries
product
information.

Label for paper  Provides product No BG, CZ, DE, ES, GR,

box

identification,




Packaging Intended use Packaging Contact- EU market
component category sensitive
packaging
traceability and HU, PL, PT, RO, SK,
required labelling S|
information.
Label for paper  Provides product No BG, CZ, DE, ES, GR,
box with UDI identi-fication, HU, PL, PT, RO, SK,
traceability and S|
required labelling
in-formation.
Group Groups packaged  Group packaging No BG, CZ, DE, ES, GR,
packaging box units and protects HU, PL, PT, RO, SK,
them during S|
storage, handling
and transport.
Label for group  Provides product No BG, CZ, DE, ES, GR,
packaging box identi-fication, HU, PL, PT, RO, SK,
traceability and S|
required labelling
in-formation.
Transport Groups packaged  Transport No BG, CZ, DE, ES, GR,
carton units and protects  packaging HU, PL, PT, RO, SK,
them during S|
storage, handling
and transport.
Label for Provides product No BG, CZ, DE, ES, GR,
transport carton identi-fication, HU, PL, PT, RO, SK,
traceability and S|
required labelling
in-formation.
Package leaflet/ Provides user No BG, CZ, DE, ES, GR,
instructions for  information, HU, PL, PT, RO, SK,
use instructions for S|
use, warnings and
precautions.
Round blue label Indicates finished No BG, CZ, DE, ES, GR,
batch HU, PL, PT, RO, SK,
Sl
Round green Indicates released No BG, CZ, DE, ES, GR,




Packaging Intended use Packaging Contact- EU market
component category sensitive
packaging
label batch HU, PL, PT, RO, SK,
SI

Transparent Seals outer Transport No BG, CZ, DE, ES, GR,

adhesive sealing cartons for packaging HU, PL, PT, RO, SK,

tape storage, handling S|
and transport.

Stretch film Protects carton Transport No BG, CZ, DE, ES, GR,
boxes during packaging HU, PL, PT, RO, SK,
transport. S|

Polypropylene Holds carton Transport No BG, CZ, DE, ES, GR,

strapping boxes during packaging HU, PL, PT, RO, SK,
transport on S|
wooden pallet

Bubble wrap Cushions products Transport No BG, CZ, DE, ES, GR,
and protects them  packaging HU, PL, PT, RO, SK,
against impact and S|
movement.

Paper void fill Fills empty space  Transport NO BG, CZ, DE, ES, GR,
and prevents packaging HU, PL, PT, RO, SK,

product movement
inside the box.

SI

2.2 Variants of Packaging Components

Packaging component

Variant

Primary packaging

3 sizes: 105 x 70 mm; 155 x 120 mm; 140 x 35 mm

Secondary packaging

2 sizes: 140 x 105 mm; 210 x 140 mm

Label for primary packaging

1 size: 100 x 23 mm

Paper box 5 sizes: 140 x 115 x 60 mm; 222 x 153 x 82 mm; 142 x 118 x 82
mm; 222 x 153 x 62
Label for paper box 2 sizes: 36 x 70 mm; 36 x 30 mm

UDI label for paper box

1 size: 36 x 30 mm




Group packaging carton

3 sizes: 315 x 229 x 342 mm; 241 X 291 x 342 mm; 297 x 189 x
245 mm

Label for group packaging
carton

1 size: 148 x 105 mm

Transport carton

2 sizes: 770 x 390 x 295 mm; 770 x 390 x 330 mm;

Label for transport carton

1 size: 148 x 105 mm

Instructions for Use (IFU)

3 formats: 210 x 297 mm; 210 x 270 mm; 620 x 370 mm

Round blue label

1 format: 14 mm diameter

Round green label

1 format: 14 mm diameter

Transparent adhesive sealing
tape

1 type: width 50 mm

Stretch film

1 type: width 500 mm, thickness 12 um

Polypropylene strapping

1 type: width 12 mm, thickness 0,5 mm

Bubble wrap

Paper void fill




2.3 Identification Codes of Packaging Components

Not all packaging components have individual identification codes, as certain packaging materials cannot be practically marked or

printed.
REF Name of the Size Primary Secondary Paper box Label on Label on pa-  Group Label for Transport Label for Package leaflet
product packag- packaging paper box per box with  packag- group packag- carton transport car- / instructions
ing UDI ing box ing box ton for use
10138 Traumacel TAF  1,5cmx 5 cm 101381/4  101382/4 mz808/1 101385/3 101386/3 mz877 101388/4 mz869 1013810/4 mz1223/1
10139  Traumacel TAF  Scmx 7,5 cm 101391/4  101392/4 mz808/1 101395/3 101396/3 mz877 101398/4 mz869 1013910/4 mz1223/1
10274  Traumacel TAF  5cmx 12,5 cm 102741/4  102742/4 mz808/1 102745/3 102746/3 mz877 102748/4 mz869 1027410/4 mz1223/1
10275 Traumacel TAF  Scmx 35 cm 102751/4  102752/4 mz808/1 102755/3 102756/3 mz877 102758/4 mz869 1027510/4 mz1223/1
10272 Traumacel TAF 10 cm x 20 cm 102721/4  102722/4 mz808/1 102725/3 102726/3 mz877 102728/4 mz869 1027210/4 mz1223/1
60001 Traumacel TAF  1,25cmx 5cm 600011/4  600012/4 mz808/1 600015/3 600016/3 mz877 600018/4 mz869 6000110/4 mz1223/1
60002 Traumacel TAF 2,5 cmx 2,5 cm 600021/4  600022/4 mz808/1 600025/3 600026/3 mz877 600028/4 mz869 6000210/4 mz1223/1
60003 Traumacel TAF  2,5cmx 9 cm 600031/4  600032/4 mz808/1 600035/3 600036/3 mz877 600038/4 mz869 6000310/4 mz1223/1
60004  Traumacel TAF  2,5cmx5cm 600041/4  600042/4 mz808/1 600045/3 600046/3 mz877 600048/4 mz869 6000410/4 mz1223/1
60005 Traumacel TAF  Scmx 10 cm 600051/4  600052/4 mz808/1 600055/3 600056/3 mz877 600058/4 mz869 6000510/4 mz1223/1
60006  Traumacel TAF 7,5 cmx 10 cm 600061/4  600062/4 mz808/1 600065/3 600066/3 mz877 600068/4 mz869 6000610/4 mz1223/1
60007 Traumacel TAF 10 cmx 10 cm 600071/4  600072/4 mz808/1 600075/3 600076/3 mz877 600078/4 mz869 6000710/4 mz1223/1
60008 Traumacel TAF 15 cmx 25 cm 600081/4  600082/4 mz808/1 600085/3 600086/3 mz877 600088/4 mz869 6000810/4 mz1223/1
60009  Traumacel TAF  152cmx22,9cm  600091/4  600092/4 mz808/1 600095/3 600096/3 mz877 600098/4 mz869 6000910/4 mz1223/1
60010  Traumacel TAF  2cmx5cm 600101/4  600102/4 mz808/1 600105/3 600106/3 mz877 600108/4 mz869 6001010/4 mz1223/1
60011 Traumacel TAF ~ 7cmx 5 cm 600111/4  600112/4 mz808/1 600115/3 600116/3 mz877 600118/4 mz869 6001110/4 mz1223/1
60012 Traumacel TAF 7 cmx 10 cm 600121/4  600122/4 mz808/1 600125/3 600126/3 mz877 600128/4 mz869 6001210/4 mz1223/1
60013 Traumacel TAF 1 cmx 5 cm 600131/4  600132/4 mz808/1 600135/3 600136/3 mz877 600138/4 mz869 6001310/4 mz1223/1
60014  Traumacel TAF  15cmx23cm 600141/4  600142/4 mz808/1 600145/3 600146/3 mz877 600148/4 mz869 6001410/4 mz1223/1
60015 Traumacel TAF 2,6 cm x 2,6 cm 600151/4  600152/4 mz808/1 600155/3 600156/3 mz877 600158/4 mz869 6001510/4 mz1223/1
60016  Traumacel TAF  2,5cmx 5,1 cm 600161/4  600162/4 mz808/1 600165/3 600166/3 mz877 600168/4 mz869 6001610/4 mz1223/1
10295 Traumacel TAF  1,5cmx 5 cm 102951/4  102952/4 mz1013/1 102955/3 102956/3 mz877 102958/4 mz869 1029510/4 mz1223/1
Light
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10296 T%'aumacel TAF S5cmx7,5cm 102961/4  102962/4 mz1013/1 102965/3 102966/3 mz877 102968/4 mz869 1029610/4 mz1223/1
10297 I"E;illﬁnacel TAF S5cmx12,5cm 102971/4  102972/4 mz1013/1 102975/3 102976/3 mz877 102978/4 mz869 1029710/4 mz1223/1
10298 I"E;iﬁ:nacel TAF S5cmx35cm 102981/4  102982/4 mz1013/1 102985/3 102986/3 mz877 102988/4 mz869 1029810/4 mz1223/1
10299 I"E;iﬁ:nacel TAF  10cmx20cm 102991/4  102992/4 mz1013/1 102995/3 102996/3 mz877 102998/4 mz869 1029910/4 mz1223/1
60017 I"E;illﬁnacel TAF 125cmx5cm 600171/4  600172/4 mz1013/1 600175/3 600176/3 mz877 600178/4 mz869 6001710/4 mz1223/1
60018 I"E;illﬁnacel TAF 25cmx2,5cm 600181/4  600182/4 mz1013/1 600185/3 600186/3 mz877 600188/4 mz869 6001810/4 mz1223/1
60019 I"E;iﬁ:nacel TAF 25cmx9cm 600191/4  600192/4 mz1013/1 600195/3 600196/3 mz877 600198/4 mz869 6001910/4 mz1223/1
60020 I"E;iﬁ:nacel TAF 25cmx5cm 600201/4  600202/4 mz1013/1 600205/3 600206/3 mz877 600208/4 mz869 6002010/4 mz1223/1
60021 I"E;illﬁnacel TAF  5Scmx10cm 600211/4  600212/4 mz1013/1 600215/3 600216/3 mz877 600218/4 mz869 6002110/4 mz1223/1
60022 I"E;illﬁnacel TAF  7,5cmx 10cm 600221/4  600222/4 mz1013/1 600225/3 600226/3 mz877 600228/4 mz869 6002210/4 mz1223/1
60023 I"Eflﬁ:nacel TAF  10cmx 10 cm 600231/4  600232/4 mz1013/1 600235/3 600236/3 mz877 600238/4 mz869 6002310/4 mz1223/1
60024 I"E;iﬁ:nacel TAF  15cmx25cm 600241/4  600242/4 mz1013/1 600245/3 600246/3 mz877 600248/4 mz869 6002410/4 mz1223/1
60025 I"E;illﬁnacel TAF  152cmx229cm 600251/4  600252/4 mz1013/1 600255/3 600256/3 mz877 600258/4 mz869 6002510/4 mz1223/1
60026 I"E;illﬁnacel TAF 2cmx5cm 600261/4  600262/4 mz1013/1 600265/3 600266/3 mz877 600268/4 mz869 6002610/4 mz1223/1
60027 I"Eflﬁ:nacel TAF 7cmx5cm 600271/4  600272/4 mz1013/1 600275/3 600276/3 mz877 600278/4 mz869 6002710/4 mz1223/1
60028 I"Eflﬁ:nacel TAF  7cmx10cm 600281/4  600282/4 mz1013/1 600285/3 600286/3 mz877 600288/4 mz869 6002810/4 mz1223/1
60029 I"E;illﬁnacel TAF lcemx5cm 600291/4  600292/4 mz1013/1 600295/3 600296/3 mz877 600298/4 mz869 6002910/4 mz1223/1
60030 I"E;illﬁnacel TAF 15cmx23cm 600301/4  600302/4 mz1013/1 600305/3 600306/3 mz877 600308/4 mz869 6003010/4 mz1223/1
60031 I"E;iﬁ:nacel TAF 2,6 cmx2,6cm 600311/4  600312/4 mz1013/1 600315/3 600316/3 mz877 600318/4 mz869 6003110/4 mz1223/1
60032 I"E;iﬁ:nacel TAF 25cmx5,1cm 600321/4  600322/4 mz1013/1 600325/3 600326/3 mz877 600328/4 mz869 6003210/4 mz1223/1
10230 I"Ei’illﬁnastem 1,5ecmx5cm 102301/4  102302/5 mz809/1 102305/3 102306/3 mz877 102308/5 mz869 1023010/5 mz1225/1
10231 ?faﬁmastem Semx7,5cm 102311/4  102312/5 mz809/1 102315/3 102316/3 mz877 102318/5 mz869 1023110/5 mz1225/1
10232 iriimastem 5ecmx 12,5cm 102321/4  102322/5 mz809/1 102325/3 102326/3 mz877 102328/5 mz869 1023210/5 mz1225/1
10233 iriimastem 5cmx35cm 102331/4  102332/5 mz809/1 102335/3 102336/3 mz877 102338/5 mz869 1023310/5 mz1225/1
10234 ?faﬁmastem 10 cm x 20 cm 102341/4  102342/5 mz809/1 102345/3 102346/3 mz877 102348/5 mz869 1023410/5 mz1225/1
10204 ?faﬁmastem 1,25cmx 5 cm 102041/4  102042/5 mz809/1 102045/3 102046/3 mz877 102048/5 mz869 1020410/5 mz1225/1
TAF
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10195  Traumastem 25cmx25cm  101951/4  101952/5 mz809/1 1019553 101956/3 mz877 101958/ mz869 1019510/5 mz1225/1
10196 Eﬁmastem 2,5cmx9cm 101961/4  101962/5 mz809/1 1019653 101966/3 mz877 1019685 mz869 1019610/5 mz1225/1
10244 iﬁiﬁmastem 2,5cmx5cm 102441/4  102442/5 mz809/1 1024453 102446/3 mz877  102448/5 mz869 1024410/5 mz1225/1
10245 iﬁiﬁmastem 5cmx 10 cm 102451/4  102452/5 mz809/1 1024553 102456/3 mz877  102458/5 mz869 1024510/5 mz1225/1
10194 Eﬁmastem 7,5cmx 10 cm 101941/4  101942/5 mz809/1 1019453 101946/3 mz877 1019485 mz869 1019410/5 mz1225/1
10236 Eﬁmastem 10 cm x 10 cm 102361/4  102362/5 mz809/1 1023653 102366/3 mz877 1023685 mz869 1023610/5 mz1225/1
10028 iﬁiﬁmastem 15 cm x 25 cm 100281/4  100282/5 mz809/1 1002853 100286/3 mz877  100288/5 mz869 1002810/5 mz1225/1
10334 iﬁiﬁmastem 152cmx22,9cm  103341/4  103342/5 mz809/1 1033453 103346/3 mz877  103348/5 mz869 1033410/5 mz1225/1
60033 Eﬁmastem 2emx 5cm 600331/4  600332/5 mz809/1 6003353  600336/3 mz877  600338/5 mz869 6003310/5 mz1225/1
60034 Eﬁmastem 5cmx7cm 600341/4  600342/5 mz809/1 6003453  600346/3 mz877  600348/5 mz869 6003410/5 mz1225/1
10320 iﬁiﬁmastem 7emx 10 cm 103201/4  103202/5 mz809/1 1032053  103206/3 mz877 103208/ mz869 1032010/5 mz1225/1
60035 %zlt:lmastem lemx5cm 600351/4  600352/5 mz809/1 6003553  600356/3 mz877 6003585 mz869 6003510/5 mz1225/1
10319 Eﬁmastem 15 cm x 23 cm 103191/4 103192/ mz809/1 1031953 103196/3 mz877 103198/ mz869 1031910/5 mz1225/1
60036 Eﬁmastem 26cmx2,6cm  600361/4  600362/5 mz809/1 6003653  600366/3 mz877 600368/ mz869 6003610/5 mz1225/1
60037 %zlt:lmastem 25cmx5lcm  600371/4  600372/5 mz809/1 6003753  600376/3 mz877 6003785 mz869 6003710/5 mz1225/1
10224 iriime.lstem 1,5cmx 5 cm 102241/4  102242/5 mz810/1 10224553 102246/3 mz877  102248/5 mz869 1022410/5 mz1225/1
10225 Eﬁnﬁgm 5cmx 7,5 cm 102251/4 102252/ mz810/1 1022553 102256/3 mz877 1022585 mz869 1022510/5 mz1225/1
10228 Eﬁnﬁgm 5cmx 12,5 cm 102281/4  102282/5 mz810/1 1022853 102286/3 mz877 1022885 mz869 1022810/5 mz1225/1
10226 iiin%ﬁ?etm 5 cmx 35 cm 102261/4  102262/5 mz810/1 1022653  102266/3 mz877  102268/5 mz869 1022610/5 mz1225/1
10227 iiin%ﬁ?etm 10 cm x 20 cm 102271/4  102272/5 mz810/1 1022753 102276/3 mz877  102278/5 mz869 1022710/5 mz1225/1
10326 Eﬁnﬁgm 1,25cmx 5 cm 103261/4  103262/5 mz810/1 1032653 103266/3 mz877 103268/ mz869 1032610/5 mz1225/1
10333 Eﬁnﬁgm 25cmx2,5cm  103331/4  103332/5 mz810/1 1033353 103336/3 mz877 103338/ mz869 1033310/5 mz1225/1
10246 iiin%ﬁ?etm 2,5cmx9cm 102461/4  102462/5 mz810/1 1024653 102466/3 mz877  102468/5 mz869 1024610/5 mz1225/1
60038 iiingﬁgm 2,5cmx5cm 600381/4  600382/5 mz810/I 6003853  600386/3 mz877  600388/5 mz869 6003810/5 mz1225/1
10258 Eﬁnﬁgm 5cmx 10 cm 102581/4  102582/5 mz810/1 1025853 102586/3 mz877  102588/5 mz869 1025810/5 mz1225/1
10278 ;?ainl;liftz(:m 7,5cmx 10 cm 102781/4  102782/5 mz810/1 1027853 102786/3 mz877 1027885 mz869 1027810/5 mz1225/1
TAF Light
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10211 Traumastem 10cm x 10 cm 102111/4  102112/5 mz810/1 102115/3 102116/3 mz877 102118/5 mz869 1021110/5 mz1225/1
TAF Light

60039 Traumastem 15cmx 25 cm 600391/4  600392/5 mz810/1 600395/3 600396/3 mz877 600398/5 mz869 6003910/5 mz1225/1
TAF Light

60040 Traumastem 152emx22,5cm  600401/4  600402/5 mz810/1 600405/3 600406/3 mz877 600408/5 mz869 6004010/5 mz1225/1
TAF Light

10208 Traumastem 2cmx 5cm 102081/4  102082/5 mz810/1 102085/3 102086/3 mz877 102088/5 mz869 1020810/5 mz1225/1
TAF Light

10322 Traumastem Scmx 7 cm 103221/4  103222/5 mz810/1 103225/3 103226/3 mz877 103228/5 mz869 1032210/5 mz1225/1
TAF Light

10256 Traumastem 7cmx 10 cm 102561/4  102562/5 mz810/1 102565/3 102566/3 mz877 102568/5 mz869 1025610/5 mz1225/1
TAF Light

10321 Traumastem lemx5cm 103211/4  103212/5 mz810/1 103215/3 103216/3 mz877 103218/5 mz869 1032110/5 mz1225/1
TAF Light

10332 Traumastem 15cmx 23 cm 103321/4  103322/5 mz810/1 103325/3 103326/3 mz877 103328/5 mz869 1033210/5 mz1225/1
TAF Light

10203 Traumastem 2,6 cmx 2,6 cm 102031/4  102032/5 mz810/1 102035/3 102036/3 mz877 102038/5 mz869 1020310/5 mz1225/1
TAF Light

10324 Traumastem 2,5cmx 5,1 cm 103241/4  103242/5 mz810/1 103245/3 103246/3 mz877 103248/5 mz869 1032410/5 mz1225/1
TAF Light

10127 Traumacel 2,5cmx 5cm 101271/4  101272/4 mz951/1 101275/3 101276/3 mz1194 101278/4 mz875 1012710/4 mz1223/1
FAM Strata

10128 Traumacel Semx 10 cm 101281/4  101282/4 mz950/1 101285/3 101286/3 mz1094 101288/4 mz875 1012810/4 mz1223/1
FAM Strata

10129 Traumacel 10cmx 10 cm 101291/4  101292/4 mz950/1 101295/3 101296/3 mz1094 101298/4 mz875 1012910/4 mz1223/1
FAM Strata

60116 Traumacel Scmx 7,5 cm 601161/4  601162/4 mz950/1 601165/3 601166/3 mz1094 601168/4 mz875 6011610/4 mz1223/1
FAM Strata

10131 Traumacel 2,5cmx 5cm 101311/4  101312/4 mz947/1 101315/3 101316/3 mz1194 101318/4 mz875 1013110/4 mz1223/1
FAM Trium

10132 Traumacel Semx 10 cm 101321/4  101322/4 mz946/1 101325/3 101326/3 mz1094 101328/4 mz875 1013210/4 mz1223/1
FAM Trium

10133 Traumacel 10cmx 10 cm 101331/4  101332/4 mz946/1 101335/3 101336/3 mz1094 101338/4 mz875 1013310/4 mz1223/1
FAM Trium

60117 Traumacel Scmx 7,5 cm 601171/4  601172/4 mz946/1 601175/3 601176/3 mz1094 601178/4 mz875 6011710/4 mz1223/1
FAM Trium

10121 Traumacel 2g 101211/4  101212/4 mz944/1 101215/3 101216/3 mz1094 101218/4 mz875 1012110/4 mz1223/1
FAM OcW

10115 Traumacel lemx 1,5 cm 101151/4 x mz959/1 101155/3 101156/3 mz877 101158/4 mz869 1011510/4 mz1224/1
NEW Dent

09011 Traumastem 2,5cmx 5cm 090111/4  090112/5 mz953/1 090115/3 090116/3 mz1194 090118/5 mz875 0901110/5 mz1225/1
FAM Strata

09012 Traumastem Scmx 10 cm 090121/4  090122/5 mz952/1 090125/3 090126/3 mz1094 090128/5 mz875 0901210/5 mz1225/1
FAM Strata

09013 Traumastem 10cmx 10 cm 090131/4  090132/5 mz952/1 090135/3 090136/3 mz1094 090138/5 mz875 0901310/5 mz1225/1
FAM Strata

60118 Traumastem Secmx 7,5cm 601181/4  601182/5 mz952/1 601185/3 601186/3 mz1094 601188/5 mz875 6011810/5 mz1225/1
FAM Strata

09014 Traumastem 2,5cmx 5cm 090141/4  090142/5 mz949/1 090145/3 090146/3 mz1194 090148/5 mz875 0901410/5 mz1225/1
FAM Trium

09016 Traumastem Scmx 10 cm 090161/4  090162/5 mz948/1 090165/3 090166/3 mz1094 090168/5 mz875 0901610/5 mz1225/1
FAM Trium
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09015 Traumastem 10cmx 10 cm 090151/4  090152/5 mz948/1 090155/3 090156/3 mz1094 090158/5 mz875 0901510/5 mz1225/1
FAM Trium

60119 Traumastem Scmx 7,5cm 601191/4  601192/5 mz948/1 601195/3 601196/3 mz1094 601198/5 mz875 6011910/5 mz1225/1
FAM Trium

09008 Traumastem 2g 090081/4  090082/5 mz945/1 090085/3 090086/3 mz1094 090088/5 mz875 0900810/5 mz1225/1
FAM OcW

09000 Traumastem lemx 1,5 cm 090001/4  x mz960/1 090005/3 090006/3 mz877 090008/4 mz869 0900010/4 mz1226/1
NEW Dent

14



3. Description of the Packaging, Its Intended Purpose, Design
Documentation and Material Composition

3.1 Traumacel TAF

Primary
packaging

Secondary
packaging

Sterile pouch

Packaging material -Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Material composition: PA/PE 3090 (polyamide, polyethylene)

MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1
The printed primary package includes: REF number, product name, product size

batch number (LOT), expiry date UDI — Unit of Use, manufacturer, artwork code, sym-
bols required for safe use, transport symbols, storage symbols

1 Traumacel TAF 8 T e i3 ten
E@ AT TN REE o
: e o 2 oA

(€. wl

N -

’ e
S ks v S as
*ind

 EESRNTO NG TN

Sterile pouch

Packaging material - Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Material composition: PA/PE 3090 (polyamide, polyethylene)

MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1
The printed tertiary package includes: REF number, product name, product size

batch number (LOT), expiry date UDI — Unit of use, manufacturer, artwork code, sym-
bols required for safe use, transport symbols, storage symbols, composition.

) Traumacnl TAF W emstes

St
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Printed paper
box

Label for the
paper box

UDI Label for
the Paper Box

Group Packag-
ing Carton

The paper box contains a defined number of Units of Use packaged in the primary and
secondary packaging. The product packed in the paper box represents the sales unit.

Material: Printed cardboard

”

B
B
T ——— Sk bt s s
== —_—
[ owosrn || = .
B e B R
‘

Contents of one sales package: 10 pcs

Each paper box carries a label including: Batch number,
expiry date, artwork code, quantity per box, REF number
Material: Polyester

LoT 2010121H1
& 2024-10-12
600165/3

10x 25cmx51cm

60016

Each paper carton additionally carries a UDI label containing:
UDI symbol, GS1 DataMatrix, GTIN-14, application identifiers,
batch number, expiry date, artwork code

Material: Paper + adhesive

4 ™\

]
i
(01)28590317600162

(10)2010121H/1
(17)241012

600166/3
J

(.

The group packaging carton together with the corresponding group packaging label con-
stitutes the group packaging unit containing a predefined number of sales units.

Material: Corrugated paper

16



Group Packag-
ing Label

Transport car-
ton

Transparent ad-
hesive sealing
tape

Stretch film
Polypropylene
strapping
Bubble wrap
Paper void fill

Transport
carton label

The label contains: REF number, product name, product size, quantity, batch number,
expiry date, UDI — Group Package, product description, manufacturer, artwork code,
symbols for safe use, transport symbols

storage symbols
Material : paper + adhesive

Traumacel TAF 120x s5cmx125cm
(01)38590317102748 REF] 10274

(10)2304051/1 o] 230405111
D) (17)270405 g 2027-04-05

(CZ) Oxidovana celuldzal Sterini vetfebateina hemostaticka sitka
(SK) Oxidovana celuidzal Steriin vatrebatelna hemostaticka sietka

c€|nzs “

BIOSTER  as.

Tejry 621 - 664 71 Veverska Bity$ka
Czech Republic - www bioster eu
10274804

®Q@eEm[lH X+ I ¥ X

Material: Corrugated paper

Where shipment requires an additional transport carton, the appropriate transport label
shall be applied. The label contains: REF number, product name, product size, batch
number, expiry date, product description, manufacturer, artwork code, symbols for safe
handling, transport symbols, storage symbols

Material: Paper + adhesive
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Traumastem TAF 1000x S5cmx125cm

[REF] 10232

[toT] 23040511

g 2027-04-05

Zehdose (ES) Mala hemosisica estenl reabsortitlel Celulosa ouidsds (GR) ANOOTUpuYEY GMOPPORATKN OLOTTTK

Yo/ Ofpdupstn rumapivn (PL) Steryina (4]

Wmmmﬂu)smmummuwmﬂm(m)
PoscucnTyouit crepuu-n uarepian! Omcwena yenonosa (HU) Sterl, felszivodd vea

verebatelnd hemostatics sietkal Oridovans osuldza

c € 1023 “
BIOSTER, as.

Tq\ysﬂ 664 71 Veversia Bitjtka
zech Republic - www.bioster.eu
10232104

OISl B HE G 0 gt

The labels provide visual identification of the product/package release status. They are
placed on the Group packaging box.

Material: Paper + adhesive
Round blue label

Round green la-
bel

3.2 Traumacel TAF Light

Sterile pouch

Packaging material -Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Material composition: PA/PE 3090 (polyamide, polyethylene)

MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1
The printed primary package includes: REF number, product name, product size

batch number (LOT), expiry date UDI — Unit of Use, manufacturer, artwork code, sym-
bols required for safe use, transport symbols, storage symbols

Primary
paCkaging . Traumacel TAF Light 1% 5cmx 125 cm
| [upi] (01)18500317102073  [REF] 10207
f} % . ==
“ ’.
‘\l c € 102 3 ‘
Tejny 821 m v:um. |[~
OOO=a i+ I"X%E |
Sterile pouch
Packaging material - Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Secondary ) .\ .
. Material composition: PA/PE 3090 (polyamide, polyethylene)
packaging

MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1
The printed tertiary package includes: REF number, product name, product size



batch number (LOT), expiry date UDI — Unit of use, manufacturer, artwork code, sym-
bols required for safe use, transport symbols, storage symbols, composition.

Traumacel TAF Light

I'uﬁ| FAUE  (01)18560317 102868
o ‘ (10)2302051/1

i (1M270405
)t

o Tejoy 621 « 864 71 Veversia Bitidha.
Caech Arpobic « wum bcster.eu

OO OmmHE % ("% ¥

The paper box contains a defined number of Units of Use packaged in the primary and
secondary packaging. The product packed in the paper box represents the sales unit.

Material: Printed cardboard

ICE i "B
- =
. g
. ®:
Printed paper ik
box N el
Contents of one sales package: 10 pcs
Each paper box carries a label including: Batch number,
expiry date, artwork code, quantity per box, REF number
Material: Polyester
Label for the ([ot]  2010121H1
i e 2024-10-12 |
paper box 60032513
10x 25cmx5,1cm
Each paper carton additionally carries a UDI label containing:
UDI Label for UDI symbol, GS1 DataMatrix, GTIN-14, application identifiers,
the Paper Box

batch number, expiry date, artwork code



Group Packag-
ing Carton

Group Packag-
ing Label

Transport car-
ton

Transparent ad-
hesive sealing
tape

Stretch film
Polypropylene
strapping
Bubble wrap
Paper void fill

Material: Paper + adhesive

(01)28590317600322
(10)2010121H/1

(17)241012

600326/3
—

The group packaging carton together with the corresponding group packaging label con-
stitutes the group packaging unit containing a predefined number of sales units.

Material: Corrugated paper

The label contains: REF number, product name, product size, quantity, batch number,
expiry date, UDI — Group Package, product description, manufacturer, artwork code,
symbols for safe use, transport symbols

storage symbols
Material : paper + adhesive

20 x S5cmx 12,5cm

10297
230405111
2027-04-05

Traumacel TAF Light

(01)38590317102977
(10)2304051/1
[mo] (17)270405

(CZ) Oxidovana celuldzal Sterini vetfebateina hemostaticka sitka
(SK) Oxidovana celuidzal Steriina vstrebatelna hemostaticka sietka

EE

A (e
E o
8

C€.... ol

BIOSTER, ass.

Teyy 621 - 664 71 Veverska Bityska
Czech Republic - www bioster ey
10297804

®Q@Em[l X+ I X X

Material: Corrugated paper
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Transport
carton label

Round blue label
Round green la-

bel

Where shipment requires an additional transport carton, the appropriate transport label
shall be applied. The label contains: REF number, product name, product size, batch
number, expiry date, product description, manufacturer, artwork code, symbols for safe
handling, transport symbols, storage symbols

Material: Paper + adhesive

Traumacel TAF Light 1000x Scmx125cm
[REF] 10297
[tor] 2304051/1
g 2027-04-05
(CZ) Oxidovana celukézal Sterilni vstiebateind hemostaicka sifka
(SK) Oridovan celukiza/ Steriina vstrebatelna hemostaticka sietka
c € 1023 ‘

BIOSTER, as.
Tejny 621 - 664 71 Veverska Bityska
Czech Republic - www.bioster.eu

©Q@e=m[[ K+ J~ R

The labels provide visual identification of the product/package release status. They are
placed on the Group packaging box.

Material: Paper + adhesive

3.3 Traumacel FAM Strata

Primary
packaging

Sterile pouch

Packaging material -Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Material composition: PA/PE 3090 (polyamide, polyethylene)

MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1

The printed primary package includes: REF number, product name, product size

batch number (LOT), expiry date UDI — Unit of Use, manufacturer, artwork code, sym-
bols required for safe use, transport symbols, storage symbols

| Traumacel FAM Strata 1 250mx 5em
| U] ERGFME 0185003170127 [REF 10127 \

i (10230405 [oT] i
& MD ur!mmnﬁ Lot o
| ¥ 2 2027-04-05
|
|
‘; C€...md
‘} L 1023

RIOSTFR, as o

| Tainy 521 - 664 71 Vewersid Rt |IP

Caech Reputlc - waw bicsler ¢J

| 102714

OP=HE4 R B
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Secondary
packaging

Printed paper
box

Label for the
paper box

Sterile pouch

Packaging material - Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Material composition: PA/PE 3090 (polyamide, polyethylene)

MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1
The printed tertiary package includes: REF number, product name, product size

batch number (LOT), expiry date UDI — Unit of use, manufacturer, artwork code, sym-
bols required for safe use, transport symbols, storage symbols, composition.

Traumacel FAM Strata "
[Uo)] plae

[MD i (me7aos

25emx Sem

(01)18590317101273 REF| 10127
(10)2304051/1 o 22040511
| 20220408 L 20270405

C€.., ud

BOSTER as.

© Tejy 621- 554 7" Veversa Eiyyska
Cacch Ropubic - www biosle ou

101772

CIYSL TN HE- S 0 4

The paper box contains a defined number of Units of Use packaged in the primary and
secondary packaging. The product packed in the paper box represents the sales unit.

Material: Printed cardboard

Strata H

som (¢

T s :
. @

i » :

gy | § | @@ewnen - E s 7

Contents of one sales package: 10 pcs

Each paper box carries a label including: Batch number,
expiry date, artwork code, quantity per box, REF number
Material: Polyester

22



UDI Label for
the Paper Box

Group Packag-
ing Carton

Group Packag-
ing Label

LoT 22102411
2 2026-10-24
601165/3
10 x 5cmx75cm
60116
A 93949

Each paper carton additionally carries a UDI label containing:
UDI symbol, GS1 DataMatrix, GTIN-14, application identifiers,
batch number, expiry date, artwork code

Material: Paper + adhesive

(01)28590317101287

(10)2010121H/1
(17)241012

101286/3
| —————

The group packaging carton together with the corresponding group packaging label con-

stitutes the group packaging unit containing a predefined number of sales units.
Material: Corrugated paper

\

The label contains: REF number, product name, product size, quantity, batch number,
expiry date, UDI — Group Package, product description, manufacturer, artwork code,

symbols for safe use, transport symbols

storage symbols

Material : paper + adhesive

Traumacel FAM Strata

(10)2304051/1
= (17)270405

[uo) (01)38590317101291

(CZ) Sterilni vstfebatelné viknité hemostatikum/ Oxidovana celuloza
(SK) Steriiné vstrebatelné viaknité hemostatikum/ Oxidovana celuldza

30 x 10¢ecmx 10cm

REF] 10129
o1 2304051/1
g 2027-04-05
C€.ons ol

BIOSTER, as.

Teyy 621 - 664 71 Veverska Bityska

Czech Republic - www bioster ey
101298/4

®Q =K+ | K
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Transport car-
ton

Transparent ad-
hesive sealing
tape

Stretch film
Polypropylene
strapping
Bubble wrap
Paper void fill

Transport
carton label

Round blue label
Round green la-
bel

Material: Corrugated paper

Where shipment requires an additional transport carton, the appropriate transport label
shall be applied. The label contains: REF number, product name, product size, batch
number, expiry date, product description, manufacturer, artwork code, symbols for safe
handling, transport symbols, storage symbols

Material: Paper + adhesive

Traumacel FAM Strata 1000x  10cmx 10em
[REF] 10129
[to] 23040511
2 2027-04-05
(C2) Steriini vstiebatelné iaknité hemostatikum/ Oxidovana celuléza
(SK) Steriing vstrebatelné viaknité hemostasiumy Oxidovana cebilaza
C € 1023 d

BIOSTER, as.

Tejny 621 - 664 71 Veverska Bityska
Czech Republic - www.bioster.eu
101291014

OIS0l MR o (i

The labels provide visual identification of the product/package release status. They are
placed on the Group packaging box.

Material: Paper + adhesive

3.4 Traumacel FAM Trium

Primary
packaging

Sterile pouch

Packaging material -Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Material composition: PA/PE 3090 (polyamide, polyethylene)

MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1
The printed primary package includes: REF number, product name, product size
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batch number (LOT), expiry date UDI — Unit of Use, manufacturer, artwork code, sym-
bols required for safe use, transport symbols, storage symbols

Traumacel FAM Trium x
uDI|  (0113350317101310  [REF 1013

(10230405 jLor 230408
™D (17770408 .

25emx Sam

- w2r0s0s

Ce..ul

Ty 521 - 854 71 Yevarsca oyt
Za0ch Repabic - v boset s
WA

CRNIT e W .8

Secondary
packaging

Printed paper
box

Sterile pouch

Packaging material - Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Material composition: PA/PE 3090 (polyamide, polyethylene)

MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1
The printed tertiary package includes: REF number, product name, product size

batch number (LOT), expiry date UDI — Unit of use, manufacturer, artwork code, sym-
bols required for safe use, transport symbols, storage symbols, composition.

Traumacel FAM Trium 1 Z5enx Sem

2 1011858031 7101310 10131
. (10)23040511 2304085101
o] ki [AEZINGS (4] 20230408 L) 20070408

&

CE...

BIOSTER, as.

O Tejoy 621+ 854 71 Veversia Bityika
‘Canch Repubi » v sty

01312

CIMSI=olNOE S gl . 4

The paper box contains a defined number of Units of Use packaged in the primary and
secondary packaging. The product packed in the paper box represents the sales unit.

Material: Printed cardboard
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Contents of one sales package: 10 pcs
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Label for the
paper box

UDI Label for
the Paper Box

Group Packag-
ing Carton

Group Packag-
ing Label

Each paper box carries a label including: Batch number,
expiry date, artwork code, quantity per box, REF number
Material: Polyester

LOT 22102411
= 2026-10-24

601175/3
10x 5cmx7,5cm
60117

A 93950

Each paper carton additionally carries a UDI label containing:
UDI symbol, GS1 DataMatrix, GTIN-14, application identifiers,
batch number, expiry date, artwork code

Material: Paper + adhesive

(01)28590317101331
(10)2010121H/1
(17)241012

101336/3
o

The group packaging carton together with the corresponding group packaging label con-
stitutes the group packaging unit containing a predefined number of sales units.

Material: Corrugated paper
\

The label contains: REF number, product name, product size, quantity, batch number,
expiry date, UDI — Group Package, product description, manufacturer, artwork code,
symbols for safe use, transport symbols

storage symbols

Material : paper + adhesive
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Transport car-
ton

Transparent ad-
hesive sealing
tape

Stretch film
Polypropylene
strapping
Bubble wrap
Paper void fill

Transport
carton label

Round blue label

Round green la-
bel

Traumacel FAM Trium

(01)38590317101338
(10)2304051/1
o) (17)270405

(CZ) Sterilni vstfebateiné vidknité hemostatikum/ Onidovana celuléza
(848 E=2 . g

w
3
x

10emx 10cm
10133
230405111
2027-04-05

B

g
2

CEIDI) u

BIOSTER, as.

Teyy 621 - 664 71 Veverska Bitjska
Czech Republic - www bioster ey
101338/4

CICVSLol M S

Material: Corrugated paper

Where shipment requires an additional transport carton, the appropriate transport label
shall be applied. The label contains: REF number, product name, product size, batch
number, expiry date, product description, manufacturer, artwork code, symbols for safe

handling, transport symbols, storage symbols
Material: Paper + adhesive

Traumacel FAM Trium 1000x  10emx 10em
[REF] 10133
[toT] 2304051/1
i 2027-04-05
(C2) Steriin vstiebatehé visknité hemostatikum/ Oxidovana celuldza
(SK) Steriné vstrebatelné visknité hemostatiumy Oxidovana cekildza
6 wad
BIOSTER, as.
Tejny 621- 664 71 Veverska Bitytka
Czech - waw.bioster.eu
101331044
OQ@=m Mk 4 |" ¥ ¥
STERLE 7
Z\ N

The labels provide visual identification of the product/package release status. They are

placed on the Group packaging box.
Material: Paper + adhesive
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3.5 Traumacel FAM OcW

Sterile pouch

Packaging material -Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Material composition: PA/PE 3090 (polyamide, polyethylene)

MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1

The printed primary package includes: REF number, product name, product size

batch number (LOT), expiry date UDI — Unit of Use, manufacturer, artwork code, sym-

Primary bls required for safe use, transpf) symbols, storage symbols
paCkaging Traumacel FAM OcW
2 immmol:n
(5]
Sterile pouch
Packaging material - Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Material composition: PA/PE 3090 (polyamide, polyethylene)
MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1
The printed tertiary package includes: REF number, product name, product size
batch number (LOT), expiry date UDI — Unit of use, manufacturer, artwork code, sym-
bols required for safe use, transport symbols, storage symbols, composition.
Secondary Traumacel FAM OcW ! 2
. [UD] pHA%  ©essanimionz [neF] 10121
packaging 0 B e enue gamon
c € 102 Sam'ﬂ
O "'&‘S;Z.’.‘!:‘.;"‘.‘;;“z.’;.:
CINIZ Lol o 84
. The paper box contains a defined number of Units of Use packaged in the primary and
Printed paper . . :
box secondary packaging. The product packed in the paper box represents the sales unit.

Material: Printed cardboard
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Label for the
paper box

UDI Label for
the Paper Box

Group Packag-

ing Carton

-]

E RE T
Traum @ ; ) é“i #ymosen
° 2
=

3
x O |
! E WL,

i
!i!gm

Contents of one sales package: 10 pcs

Each paper box carries a label including: Batch number,
expiry date, artwork code, quantity per box, REF number
Material: Polyester

LoT 22102411
P 2026-10-24
101215/3
2% 2g
10121
A 93948

Each paper carton additionally carries a UDI label containing:
UDI symbol, GS1 DataMatrix, GTIN-14, application identifiers,
batch number, expiry date, artwork code

Material: Paper + adhesive

(01)28590317101218
(10)2010121H/1

(17)241012

101216/3
) PO i

The group packaging carton together with the corresponding group packaging label con-

stitutes the group packaging unit containing a predefined number of sales units.
Material: Corrugated paper
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Group Packag-
ing Label

Transport car-
ton

Transparent ad-
hesive sealing
tape

Stretch film
Polypropylene
strapping
Bubble wrap
Paper void fill

Transport
carton label

The label contains: REF number, product name, product size, quantity, batch number,
expiry date, UDI — Group Package, product description, manufacturer, artwork code,
symbols for safe use, transport symbols

storage symbols
Material : paper + adhesive

Traumacel FAM OcW 20x 29
[uo1) (01)38590317101215 REF) 10121

(10)2304051/1 tor 2304051/1
(17)270405 7] 2027-04-05

(C2) Steriini vstfebateiné vidknité hemostatikum/ Oxidovana celuléza
(SK) Steriing ik dovand celul¢

c€|on u

BIOSTER, as.

Teiry 621- 664 71 Veverska Bitjska
Czech Republic - www bioster eu
1012184

QX=X+ "B

Material: Corrugated paper

Where shipment requires an additional transport carton, the appropriate transport label
shall be applied. The label contains: REF number, product name, product size, batch
number, expiry date, product description, manufacturer, artwork code, symbols for safe
handling, transport symbols, storage symbols

Material: Paper + adhesive

30



Traumacel FAM OcW 1000 x 2g

10121
2304051/1
2 2027-04-05
(CZ) Sterini vstiebateiné viaknité hemostatikum/ Oxidovana celuléza
(SK) Sterilné vstrebatefné viaknité hemostatikum/ Oxidovana celuloza
C€isss wad

BIOSTER, as.

Tejny 621- 664 71 Veverska Bityska
Czech Republic - www.bioster.eu
1012110/4

CIICETanE el 4!

The labels provide visual identification of the product/package release status. They are
placed on the Group packaging box.

Material: Paper + adhesive

Round blue label

Round green la-
bel

3.6 Traumacel NEW Dent

Sterile pouch

Packaging material -Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Material composition: PA/PE 3090 (polyamide, polyethylene)

MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1

Primary
packaging

The label contains: REF number, product name, product size, batch number (LOT), ex-
Label for pri- piry date UDI — Unit of Use, manufacturer, distributor (if applicable), artwork code,
mary packaging = symbols required for safe use, transport symbols, storage symbols
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Printed paper
box

Label for the
paper box

UDI Label for
the Paper Box

Group Packag-

Traumastem NEW Dent X Temx15cm c € o d
@I % (01)18580317090003 I-HTFJ i
il
(

10)2010121H/1 [tor]  2010121H/1 il
MDl MY Czech Republic - www bioster eu

Tejny 621 - 664 71 Vi ka Bityska
17241012 0 202410412 o i
— e 09000173
RQSE=m K4 ™K

The paper box contains a defined number of Units of Use packaged in the primary and

secondary packaging. The product packed in the paper box represents the sales unit.
Material: Printed cardboard

NS TN

| / \
/ \ |
\ 7 \
o \ |
\ | / \
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\ / \ / [
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\ VA |4 |
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75 mosTeR
-l

.
e
i

SOO=eTH iR RCE

Contents of one sales package: 50 pcs

Each paper box carries a label including: Batch number,
expiry date, artwork code, quantity per box, REF number
Material: Polyester

LoT 2010121HM
& 2024-10-12
101155/3
50 x 1ecmx15cm
10115
A 93951

Each paper carton additionally carries a UDI label containing:
UDI symbol, GS1 DataMatrix, GTIN-14, application identifiers,
batch number, expiry date, artwork code

Material: Paper + adhesive

(01)28590317101157
(10)2010121H/1
(17)241012

101156/3

The group packaging carton together with the corresponding group packaging label con-
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ing Carton

Group Packag-
ing Label

Transport car-
ton

Transparent ad-
hesive sealing
tape

Stretch film
Polypropylene
strapping
Bubble wrap
Paper void fill

Transport
carton label

stitutes the group packaging unit containing a predefined number of sales units.
Material: Corrugated paper
\

The label contains: REF number, product name, product size, quantity, batch number,
expiry date, UDI — Group Package, product description, manufacturer, artwork code,
symbols for safe use, transport symbols

storage symbols
Material : paper + adhesive

Traumacel NEW Dent 500 x 1emx1,5cm
(01)38590317101154 REF] 10115
3%33321/1 o1 2304051/
8 2027-04-05
(C2) Steriii pro i/ Oridovana celuloza
(SK) Sterina jul O 6
C€.... wl
BIOSTER, as.
Tejry 621 - 664 71 Veverska Bityska
Czech Republic - www bioster.eu
10115814
S 0
e (T 36 44 %R
® Q@ e=Ti] K +.

Material: Corrugated paper

Where shipment requires an additional transport carton, the appropriate transport label
shall be applied. The label contains: REF number, product name, product size, batch
number, expiry date, product description, manufacturer, artwork code, symbols for safe
handling, transport symbols, storage symbols

Material: Paper + adhesive
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Round blue label
Round green la-

bel

Traumacel NEW Dent 1000 x 1emx15cm

[REF] 10115
LoT] 2304051/1
- 2027-04-05
(C2) Sterilni 5 kostka pr i/ Oxidovana celuléza
(SK) Sterilna ticka a kocka pre ogiu/ Oxidovana celuloza
c € 1023 J

BIOSTER, as.

Tejny 621- 664 71 Veverska Bityska
(Czech Republic - www.bioster.eu
1011510/4

®Q@eEm[l K+ | ¥ X

The labels provide visual identification of the product/package release status. They are
placed on the Group packaging box.

Material: Paper + adhesive

3.7 Traumastem TAF

Sterile pouch

Packaging material -Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Material composition: PA/PE 3090 (polyamide, polyethylene)

MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1
The printed primary package includes: REF number, product name, product size

batch number (LOT), expiry date UDI — Unit of Use, manufacturer, artwork code, sym-
bols required for safe use, transport symbols, storage symbols

Primary
paCkaging Traumastem TAF B Saix2tan
w P 2 (01)123600317° €224 ‘.g wx
0] - e
Sterile pouch
Packaging material - Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Secondary Material composition: PA/PE 3090 (polyamide, polyethylene)
packaging MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1

The printed tertiary package includes: REF number, product name, product size
batch number (LOT), expiry date UDI — Unit of use, manufacturer, artwork code, sym-
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bols required for safe use, transport symbols, storage symbols, composition.

Traumastem TAF
e (01)18590317102300

The paper box contains a defined number of Units of Use packaged in the primary and
secondary packaging. The product packed in the paper box represents the sales unit.

Material: Printed cardboard

Wil |
i 2

Trauma@

Printed paper
box
Contents of one sales package: 10 pcs
Each paper box carries a label including: Batch number,
expiry date, artwork code, quantity per box, REF number
Material: Polyester
2010121H/M |
Label for the g 2024-10-12
paper box SaTes
10x 25cmx51cm
60037
UDI Label for Each paper carton additionally carries a UDI label containing:
the Paper Box UDI symbol, GS1 DataMatrix, GTIN-14, application identifiers,
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Group Packag-
ing Carton

Group Packag-
ing Label

Transport car-
ton

Transparent ad-
hesive sealing
tape

Stretch film
Polypropylene
strapping
Bubble wrap
Paper void fill

batch number, expiry date, artwork code
Material: Paper + adhesive

7

(01)28590317600377
(10)2010121H/1
(17)241012

600376/3 )

-

The group packaging carton together with the corresponding group packaging label con-
stitutes the group packaging unit containing a predefined number of sales units.

Material: Corrugated paper

The label contains: REF number, product name, product size, quantity, batch number,
expiry date, UDI — Group Package, product description, manufacturer, artwork code,
symbols for safe use, transport symbols

storage symbols
Material : paper + adhesive

Traumastem TAF 120x 5cmx 12,5 cm
(01)38590317102328 REF] 10232

. (10)2304051/1 tot] 2304051/1
(17)270405 2 2027-04-05

(EN) Sterile resorbable haemostatic reticuuny Oxidized cellulose (DE) Steriles resorbierbares hamostatisches Netz/ Oxidierte
Zellulose (ES) Malla hemostatica estéril reabsorbible/ Celulosa oxidada (GR) AmoaTeipupitvn aoppo@Aaipn aipooTamn yalal
OfpBupiv o (PL) Stey o [ i
‘esteriizadol

remocTanmwi watepian/ Owicwena yenc1osa (HU) Sterl, felszivodo vérzéscsilapitd retkulum Oxidal celuloz (BG) Crepunen
pesopGupyem xewacraien petwiynyw/ Crcunpana enynosa (RO) Hemostatc forla resorbabil steil Celuloza oxidata (CZ)

c€|023 “

BIOSTER, as.
Tejny 621 - 664 71 Veverska Bityska
Czech Republic - www.bioster.eu
10232814

QQ@ER[N R+ "X

Material: Corrugated paper
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Transport
carton label

Round blue label
Round green la-

bel

3.8

Primary
packaging

Where shipment requires an additional transport carton, the appropriate transport label
shall be applied. The label contains: REF number, product name, product size, batch
number, expiry date, product description, manufacturer, artwork code, symbols for safe
handling, transport symbols, storage symbols

Material: Paper + adhesive

Traumastem TAF 1000x  5cmx125cm
REF] 10232

[LOVI 2304051/1

2 2027-04-05

Steres Netz/ Ouidiente

zm:&sxumm eabsortitll Celuloss oxtada (GR) ATOGTUPuRN GTODP0OM0K OLOTTITN
wzaou»ewmwnmmww
absonvivel esterizade Celibse oxdods (TR) Sedd tskrr emiebdir hemosiatk reskubami Oksize sekice (UA)
Pmoﬂmi CTepunuwnt TewocTaTAwes uaTepian’ Owmcwewa uemoncsa (HU) Stenl, felszivtcd veéscsilapitt
Mw(scjmmm ‘xeocTaTeen pemuynywl Owxawpana uemyms (RO) Hemostatic
mm(mmmmmommm(mw

c€|ozs d

BIOSTER, as.

Tejny 621 - 664 71 Veversia Bitjtka
Czech Republic - www.bioster.eu
102321014

OIS0l o (@4

The labels provide visual identification of the product/package release status. They are
placed on the Group packaging box.

Material: Paper + adhesive

Traumastem TAF Light

Sterile pouch

Packaging material -Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Material composition: PA/PE 3090 (polyamide, polyethylene)

MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1
The printed primary package includes: REF number, product name, product size

batch number (LOT), expiry date UDI — Unit of Use, manufacturer, artwork code, sym-
bols required for safe use, transport symbols, storage symbols
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Sterile pouch

Packaging material - Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Material composition: PA/PE 3090 (polyamide, polyethylene)

MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1

The printed tertiary package includes: REF number, product name, product size

batch number (LOT), expiry date UDI — Unit of use, manufacturer, artwork code, sym-
bols required for safe use, transport symbols, storage symbols, composition.

Secondary
packaging
The paper box contains a defined number of Units of Use packaged in the primary and
secondary packaging. The product packed in the paper box represents the sales unit.
Material: Printed cardboard
s 2 (W
= &
I = "
£ . B
n
Printed paper Py 2 |53
box ik @
o , e
Tarigh I e
Contents of one sales package: 10 pcs
Label for the Each paper box carries a label including: Batch number,
paper box expiry date, artwork code, quantity per box, REF number
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UDI Label for
the Paper Box

Group Packag-
ing Carton

Group Packag-
ing Label

Material: Polyester

(o1 2010121H1 |
l e 2024-10-12 |

103245/3 |

[ 10x  25cmx51cm |

! 10324

Each paper carton additionally carries a UDI label containing:
UDI symbol, GS1 DataMatrix, GTIN-14, application identifiers,
batch number, expiry date, artwork code

Material: Paper + adhesive

P-

(01)28590317103243
(10)2010121H/1
(17)241012

103246/3

-\

The label contains: REF number, product name, product size, quantity, batch number,
expiry date, UDI — Group Package, product description, manufacturer, artwork code,
symbols for safe use, transport symbols

storage symbols
Material : paper + adhesive

Traumastem TAF Light 120 x 5cmx35cm
[voi] (01)38590317102267 REF] 10226

. (10)2304051/1 ot 23040511
) (17)270405 g 2027-04-05

(EN) Sterle resorbable haemostatic reticuum/ Oxidized cellulose (D) Sterles resorbirbares hamostatisches Netz/ Oxidierte
Zelulose (ES) Malla hemastata estérl reabsordiel Celiasa axidada (GR) AToaTEIpupvY GTIOPDORATA OIROOTITK YL
OfgiBuptvn umiopin (PL) Stery ] wsonivel
esteizadal Celulose oxidada (TR) Ster telrar eilebir hemestat rethuumy Oksidize sHGioz (UA) POSCMONTYOwh CTepanswni
rewocTanes watepan Omchera yencioa (HU) Ster, feszivodd vérzéscsilapit rekulumy Oridait cellz (BG) Crepwnew
peaopbupyen xewocarwien pemrymyw Cicwpana enymooa (RO) Hemostatc bl resorbabil steril Celuioza axidata (CZ)

Steriini vstfebateina
C€...x ol

BIOSTER, as.
Tejry 621 - 664 71 Veverska Bitjka
Czech Republic - www.bioster.eu
102268/4

© QO[T % 4 1" % ¥

The group packaging carton together with the corresponding group packaging label con-
stitutes the group packaging unit containing a predefined number of sales units.

Material: Corrugated paper
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Transport car-
ton

Transparent ad-
hesive sealing
tape

Stretch film
Polypropylene
strapping
Bubble wrap
Paper void fill

Transport
carton label

Round blue label

Round green la-
bel

Material: Corrugated paper

Where shipment requires an additional transport carton, the appropriate transport label
shall be applied. The label contains: REF number, product name, product size, batch
number, expiry date, product description, manufacturer, artwork code, symbols for safe
handling, transport symbols, storage symbols

Material: Paper + adhesive

Traumastem TAF Light 1000 x 5cmx 35cm

10226

230405111

8 2027-04-05

(EN) X Oxidized cellulose (DE) Sterlles Netz/ Oxidierte
Zellulose (ES) Mala hemostatica estél r Celulosa oxidada (GR) Anooteipuwptv

yola/ Ofuduptvn xutrapivn (PL) Steryiha wehlaniaina siatka celuléza Penso hemostaico

o oxidada (TR) Sterd tekrar emilebiir hemostatk retkum/ Oksidze seliloz (UA)

Omcveva yemonosa (HU) Sterd, felszivedd vérzi
refkulum/ Oxidalt celluidz (BG) Crepunen ramvses pemiaynyw Ouceapasa uenynosa (RO) Hemastatic
Soxilar resorbabil sterl Celuoza oxidata (CZ) Steriini vs¥ebateing sitka/ Steriing
hemostaticka

c€|023 d

BIOSTER, as.

Tejny 621- 664 71 Veverska Bityska
Czech Republic - www.bioster.eu
1022610/4

Q@K+ 4" K

The labels provide visual identification of the product/package release status. They are
placed on the Group packaging box.

Material: Paper + adhesive

3.9 Traumastem FAM Strata

Primary
packaging

Sterile pouch

Packaging material -Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Material composition: PA/PE 3090 (polyamide, polyethylene)

MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1

The printed primary package includes: REF number, product name, product size

batch number (LOT), expiry date UDI — Unit of Use, manufacturer, artwork code, sym-
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bols required for safe use, transport symbols, storage symbols

Sterile pouch

Packaging material - Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Material composition: PA/PE 3090 (polyamide, polyethylene)

MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1
The printed tertiary package includes: REF number, product name, product size

batch number (LOT), expiry date UDI — Unit of use, manufacturer, artwork code, sym-
bols required for safe use, transport symbols, storage symbols, composition.

Secondary
packaging
The paper box contains a defined number of Units of Use packaged in the primary and
secondary packaging. The product packed in the paper box represents the sales unit.
Material: Printed cardboard
== =l =4 | | o
g W | 3 ik m
- g—-_-_m. ,; ] = ms:r.“n |
,‘: i"’".____'-_ ;‘: v - !
Printed paper o —— o B, 8 -
box = e —— E |
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Label for the
paper box

UDI Label for
the Paper Box

Group Packag-
ing Carton

Group Packag-
ing Label

Contents of one sales package: 10 pcs

Each paper box carries a label including: Batch number,
expiry date, artwork code, quantity per box, REF number
Material: Polyester

LOT, 221024111
8 2026-10-24

601185/3
10 x 5cmx 7,5¢cm
60118

Each paper carton additionally carries a UDI label containing:
UDI symbol, GS1 DataMatrix, GTIN-14, application identifiers,
batch number, expiry date, artwork code

Material: Paper + adhesive

(01)28590317090123
(10)2010121H/1
(17)241012

090126/3

The group packaging carton together with the corresponding group packaging label con-
stitutes the group packaging unit containing a predefined number of sales units.

Material: Corrugated paper
\

The label contains: REF number, product name, product size, quantity, batch number,
expiry date, UDI — Group Package, product description, manufacturer, artwork code,
symbols for safe use, transport symbols

storage symbols
Material : paper + adhesive
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Traumastem FAM Strata 30 x Scmx 7,5¢cm

[uoi] (01)38590317601180 REF] 60118
(10)2304051/1 o1 2304051/1

(17)270405 2 2027-04-05

Zekdose (ES)

Pmdlm hemastatoo esterd, fbroso. anb Celdosa oxdada (GR) AmooTupuyivo, OTOPPORATV ORTTOTEG!

i,
wqmmms-m whdknisty wehisnisiny Srodek hemastatycanyl Oksydowara celukiza (PT)
mmmm(mmm@xmnmmammmﬂumm

Mwmwnmnwmmoymmwmmmmtm

CE...s wl

BIOSTER, as.

Teiry 621 - 664 71 Veverska Bitjska
Czech Republic - www bioster.eu
6011884

®Q Q=[] K 4 4" ¥ K

Material: Corrugated paper
Transport car-
ton
Transparent ad-
hesive sealing

tape
Stretch film
Polypropylene
strapping
Bubble wrap
Paper void fill
Where shipment requires an additional transport carton, the appropriate transport label
shall be applied. The label contains: REF number, product name, product size, batch
number, expiry date, product description, manufacturer, artwork code, symbols for safe
handling, transport symbols, storage symbols
Material: Paper + adhesive
Traumastem FAM Strata 1000x  5emx 7.5cm
60118
LOT] 2304051/1
Transport g 2027-04-05
carton label Sakme (9 Prabcl paniico e, dhom, rsbschily Coin ouco (0% Arocrepuptc, with
anoppogdoa aooTamikal Ofeidwpivn kutrapivn (PL) SWY'"Y M'B‘Y wehlanialny $rodek hemostatyczny/ Oksydowana
i et O stk ) Crpast oo kol O
(HU}MWWMWMM(%)C@WM wbposes xemoctat/
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Tejny 621 - 664 71 Veverska Bityska
Czech Republic - www.bioster.eu
6011810/4
Q=[N X+ IR
The labels provide visual identification of the product/package release status. They are
placed on the Group packaging box.
Material: Paper + adhesive
Round blue label

Round green la-
bel




3.10

Traumastem FAM Trium

Sterile pouch

Packaging material -Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Material composition: PA/PE 3090 (polyamide, polyethylene)

MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1
The printed primary package includes: REF number, product name, product size

batch number (LOT), expiry date UDI — Unit of Use, manufacturer, artwork code, sym-
bols required for safe use, transport symbols, storage symbols

Primary
packaging
Sterile pouch
Packaging material - Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Material composition: PA/PE 3090 (polyamide, polyethylene)
MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1
The printed tertiary package includes: REF number, product name, product size
batch number (LOT), expiry date UDI — Unit of use, manufacturer, artwork code, sym-
bols required for safe use, transport symbols, storage symbols, composition.
Secondary
packaging
Printed paper The paper box cor}tains a defined number qf Units of Use packaged in the primarx and
box secondary packaging. The product packed in the paper box represents the sales unit.

Material: Printed cardboard
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Label for the
paper box

UDI Label for
the Paper Box

Group Packag-

ing Carton

@ @

2303 Y=y &

| e

T

“uny [N
@

Contents of one sales package: 10 pcs

Each paper box carries a label including: Batch number,
expiry date, artwork code, quantity per box, REF number
Material: Polyester

Lot 221024111
g 2026-10-24
601195/3

10 x 5cmx 7,5cm

60119

i ki)
mTrium
|
|

Each paper carton additionally carries a UDI label containing:
UDI symbol, GS1 DataMatrix, GTIN-14, application identifiers,
batch number, expiry date, artwork code

Material: Paper + adhesive

%
(01)28590317090161
(10)2010121HM1

(17241012
090166/3

The group packaging carton together with the corresponding group packaging label con-
stitutes the group packaging unit containing a predefined number of sales units.

Material: Corrugated paper

g
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Group Packag-
ing Label

Transport car-
ton
Transparent ad-
hesive sealing
tape

Stretch film
Polypropylene
strapping
Bubble wrap
Paper void fill

Transport
carton label

Round blue label

Round green la-
bel

The label contains: REF number, product name, product size, quantity, batch number,
expiry date, UDI — Group Package, product description, manufacturer, artwork code,
symbols for safe use, transport symbols

storage symbols

Material : paper + adhesive

@
3

Traumastem FAM Trium

(01)38590317601197
(10)2304051/1
(17)270405

Producto hemostatico estéri, foroso, reabrorbdle/ Ceulosa oxidada (GR) AToOTIpuiNG, W1, GTOPOOPITRa ORogTaTIG!
Ofgibuyivn kurropivy (PL) Steryiny, widknisty, wehiani
esteriizados, Rorosos € reabsorviveis/ Celukose oxdada (TR) Steri fooz tekrar emiebile hemustati/ Oksidize selUoz (UA) Crepnesinh

X Semx 7,5¢cm

60119
2304051/1
2027-04-05

/[

‘Crepanen pesoplupyem dGpoaen xeuocratl Oxcwpaka uenynosa (RO) Hemostai retclar resorbabil sl Celioza oxdata (CZ)

C€..., wl

BIOSTER, ass.

Tejry 621 - 664 71 Veverské Bityska
Czech Republic - www.bioster.eu
601198/4

OIS0l B P o

Material: Corrugated paper

Where shipment requires an additional transport carton, the appropriate transport label
shall be applied. The label contains: REF number, product name, product size, batch
number, expiry date, product description, manufacturer, artwork code, symbols for safe
handling, transport symbols, storage symbols

Material: Paper + adhesive

Traumastem FAM Trium 1000 x Scmx 7.5cm
[REF] 60119
2304051/1
g 2027-04-05

Zelllose (ES) Producto hemostaico esténl, fibroso, reabsorbible/ Celulosa oxidada (GR) Amootepwpiva, midn,
anoppogfona apootaneal Ofpbuptvn rrraphm (PL) Steryiny, wicknisty. i
fbrosos e

emiebilr hemostatik/ Oksidize seliloz (UA) Crepensiast cal O
(HU) Stenl vérzéscsillapitd felszivodd rostokkal/ Oxidakt celluldz (BG) Crepunes pesopbupyem @wposen xemoctar/
Owougmpasia yenynosa (RO) Hemostatic reticular resorbabil sterl oxidata (CZ) Sterihi vstfebatelne vidknité

- 2 x : s vab
C€..., ol

BIOSTER as.

Tejny 621 - 664 71 Veverska BitySka
Czech Repubic - www.bioster.eu
6011910/4

QeI KR4 "B K

The labels provide visual identification of the product/package release status. They are
placed on the Group packaging box.

Material: Paper + adhesive
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3.11 Traumastem FAM OcW

Primary
packaging

Sterile pouch

Packaging material -Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Material composition: PA/PE 3090 (polyamide, polyethylene)

MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1
The printed primary package includes: REF number, product name, product size

batch number (LOT), expiry date UDI — Unit of Use, manufacturer, artwork code, sym-
bols required for safe use, transport symbols, storage symbols

Traumastem FAM OcW i 29
s (01)18590317090089 09008
£ (10230405 [toT] 230405

(17)270405 ] 2027-04-05

CEIOZ;OS“

TER, as.
Tejny 621- 664 71 Veverska Bitytka
Czech Republic - www biostereu
0900814

CIYSL=nBHE S, W 41

Secondary
packaging

Printed paper
box

Sterile pouch

Packaging material - Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Material composition: PA/PE 3090 (polyamide, polyethylene)

MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1
The printed tertiary package includes: REF number, product name, product size

batch number (LOT), expiry date UDI — Unit of use, manufacturer, artwork code, sym-
bols required for safe use, transport symbols, storage symbols, composition.

Traumastem FAM OcW 1 29
o (01)18590317090089 09008

F (1023050611 LoT] 230504171
[wo]

e o] sasouas [ wananos

(EN) Stee rmorbable fbxous hasmostalf Cuicized celubose (DE) Swrdes rescrbierbures firdues

uiciete Zaldose [ES) Products hemossiios et feroso, reshsotibiel Celuioss.

cnegpogaLa mpodtane Ofbuydt ) caaghe (PL) Steriry,

Oisydowens oskuies (PT) Dispaitiics

Srcaos & rastsorviess Celuene auidads (TR) Siefl 82 eirey emilsbi hemestath

Onsidze selloe (UA) CTepamessl S0N0644CT/# fENOCTATH, 10 DONCUOTYET OV ODICHENS LEnanesa

(L) Sterl vasmcsilit szt rostokball Onidilt ool (EC) Crepwnes pesobupyen wbposess
e resortaed

vatfebatein: Asans hemostaiuny Oxidovand caultzs (SK) Sierlng vayebstelnd vans hemostatium

CG'I()Z} “

BOSTER, a8
Tegy 621664 71 Veversih Btyks.
‘Caach Reputic - wuw.boster.eu

®OS=B 4.1 W ¥

Quidovand celuides

The paper box contains a defined number of Units of Use packaged in the primary and
secondary packaging. The product packed in the paper box represents the sales unit.

Material: Printed cardboard
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Label for the
paper box

UDI Label for
the Paper Box

Group Packag-
ing Carton

1 i! 5 &
. | B -

Contents of one sales package: 10 pcs

Each paper box carries a label including: Batch number,
expiry date, artwork code, quantity per box, REF number
Material: Polyester

LoT 221024111
- 2026-10-24
090085/3

2x 29
0s00s

Each paper carton additionally carries a UDI label containing:
UDI symbol, GS1 DataMatrix, GTIN-14, application identifiers,
batch number, expiry date, artwork code

Material: Paper + adhesive

e

(01)28590317090086
(10)2010121H/1
(17)241012

090086/3
| ——————

The group packaging carton together with the corresponding group packaging label con-
stitutes the group packaging unit containing a predefined number of sales units.
Material: Corrugated paper
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Group Packag-
ing Label

Transport car-
ton

Transparent ad-
hesive sealing
tape

Stretch film
Polypropylene
strapping
Bubble wrap
Paper void fill

Transport
carton label

The label contains: REF number, product name, product size, quantity, batch number,
expiry date, UDI — Group Package, product description, manufacturer, artwork code,
symbols for safe use, transport symbols

storage symbols
Material : paper + adhesive

Traumastem FAM OcW 20x 29
[vo1] (01)38590317090083 ReF] 09008
(10)2304051/1 o] 230405111
(17)270405 8 2027-04-05
Producty hemostatio eswnl itvoso reabsorible’ Cokdosa oxdada (GR) AMOOTUPWYIVG. Wi, GROPLORAOWI GIOCIITD!
Sterybry, wiknisty v

esterlzads. frou X
(BG)
M ewocTay rescrtabi stenl €2
C€.... wl

BIOSTER, as.
Tejry 621 - 664 71 Veverska Bitjska
Czech Repubic - wuw bioster eu

© Q@ =W 4. ¥

Material: Corrugated paper

Where shipment requires an additional transport carton, the appropriate transport label
shall be applied. The label contains: REF number, product name, product size, batch
number, expiry date, product description, manufacturer, artwork code, symbols for safe
handling, transport symbols, storage symbols

Material: Paper + adhesive
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Round blue label

Round green la-
bel

Traumastem FAM OcW 1000 x 2g

[REF] 09008
230405111
g 2027-04-05

(EN) Sterile resorbable fibrous haemostatf Oxidized cellulose (DE) Sterles 2 fibroses Hae Oxidierte
umm)mwmmwm_mu(mAmm

utvn xuTropive (PL) Sterylny, witknisty, y
cekildza (PT) Dispositivos x fibrosos e s/ Celulose oxidada (TR) Steril fibroz tekrar
emilebdr %

hemostati/ A
(HU) Steri vérzéscsillapito felszivodd rostokkall Oxidalt celuioz (BG) Crepwnew peopbupyew dwlposes xewoctar!

c€|023 “

BIOSTER as.
Tejny 621- 664 71 Veverska Bityska
Czech Republic - www.bioster.eu

09008104

®Q@e=m KR+ I K

The labels provide visual identification of the product/package release status. They are
placed on the Group packaging box.

Material: Paper + adhesive

3.12 Traumastem NEW Dent
Sterile pouch
Packaging material -Vacuum laminate: PA/PE 3090 + MEDIFLEX Type ARHA
Material composition: PA/PE 3090 (polyamide, polyethylene)
MEDIFLEX Type ARHA - Medical-grade paper, adhesive layer, Rayopeel Y/R1
Primary
packaging
Label for pri- The label contains: REF number, product name, product size, batch number (LOT), ex-
P . piry date UDI — Unit of Use, manufacturer, distributor (if applicable), artwork code,
mary packaging

symbols required for safe use, transport symbols, storage symbols
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Printed paper
box

Label for the
paper box

UDI Label for
the Paper Box

Group Packag-
ing Carton

Traumastem NEW Dent 5 1cmx15cm c € 1023 u

2% (01)18590317090003 s BIOSTER, ass.
(10)2211301/1 LoT| 22113011 1o 6o+ 664 71 Veverska Bitjska
(17)261130 2 2026-11-30  Czech Republic - www.bioster.eu

090002/4

® Q@ et [ 3K F ™ T WO 20221130 4

The paper box contains a defined number of Units of Use packaged in the primary and
secondary packaging. The product packed in the paper box represents the sales unit.

Material: Printed cardboard

waQg UIEY)

@
ke
Dent

Contents of one sales package: 0 pcs

Each paper box carries a label including: Batch number,
expiry date, artwork code, quantity per box, REF number
Material: Polyester

LOT 2010121HM1
= 2024-10-12

090005/3
50 x 1cmx15cm
09000

Each paper carton additionally carries a UDI label containing:
UDI symbol, GS1 DataMatrix, GTIN-14, application identifiers,
batch number, expiry date, artwork code

Material: Paper + adhesive

&

(01)28590317090000
(10)2010121H/1
(17)241012

| ——————

The group packaging carton together with the corresponding group packaging label con-

stitutes the group packaging unit containing a predefined number of sales units.

Material: Corrugated paper
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Group Packag-
ing Label

Transport car-
ton

Transparent ad-
hesive sealing
tape

Stretch film
Polypropylene
strapping
Bubble wrap
Paper void fill

Transport
carton label

The label contains: REF number, product name, product size, quantity, batch number,
expiry date, UDI — Group Package, product description, manufacturer, artwork code,
symbols for safe use, transport symbols

storage symbols
Material : paper + adhesive

Traumastem NEW Dent 500 x 1emx15cm
(01)38590317090007 AEF] 09000
(10)2304051/1 o] 2304051/1
(17)270405 g 2027-04-05
‘Stomablogi (Zahrmedziny Oxides Zehioss Trpog
oo aToppOPIROS ki Y12 SToyaTOA Xphon/ OfpBioptin KuTopi (FL) Steyina, hemostatyczna, wehianiaina kosta stosowana w
stomatoog oalukiza (PT) Cub = s
CTOMBTONOIT Oncnd :nmu (C2) Sterini bomostaticka vstfebateind hostka pro stomatologil Oxidovand celukoza (SK) Sterin hemostatickd
C€..., wl
BIOSTER, as.
Tejny 621 - 664 71 Veverska Bityska
(Czech Republic - www bioster.eu
090008/4
e Ll 0T
Q=R F I K
0 2

Material: Corrugated paper

Where shipment requires an additional transport carton, the appropriate transport label
shall be applied. The label contains: REF number, product name, product size, batch
number, expiry date, product description, manufacturer, artwork code, symbols for safe
handling, transport symbols, storage symbols

Material: Paper + adhesive
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Traumacel NEW Dent 1000 x 1emx15cm
[ReF] 10115
LOT] 2304051/1
2 2027-04-05

(C2) Sterilni 5 i 4 kostka pro i/ Oxidovana celuléza
(SK) Sterilna ticka a kocka pre ogiu/ Oxidovana celuloza
& T wl

BIOSTER, as.

Tejny 621- 664 71 Veverska Bityska
Czech Republic - www.bioster.eu
1011510/4
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The labels provide visual identification of the product/package release status. They are
placed on the Group packaging box.

Material: Paper + adhesive

Round blue label

Round green la-
bel

4. Material Composition

4.1 Materials Used

Name of the Packaging Composition Producer
packaging description
Primary packaging Vacuum packaging PA/PE 3090: Vepak, s.r.0.
film polyamid, polyethylen
MEDIFLEX typ Amcor
ARHA: papir,
adhesivum, Rayopeel
Y/R1
Secondary packaging Vacuum packaging PA/PE 3090: Vepak, s.r.o.
film polyamid, polyethylen
MEDIFLEX typ
ARHA: papir, Amcor

adhesivum, Rayopeel
Y/R1




Label for primary Self-adhesive label Paper + adhesive Rayfilm s.r.o.
packaging
Thermal transfer Printing consumable TFP Universal a.s.
ribbon used to print variable Polyester, resin,
information on labels paraffin wax, carnauba
or packaging. wax, carbon black,
polyethylene
terephthalate PETP
Paper box Printed folded carton Printed paper Polygra, a.s.
Label for paper box Self-adhesive label Polyester Rayfilm s.r.o.
Label for paper box Self-adhesive label. Paper + adhesive Rayfilm s.r.o.
with UDI
Group packaging Corrugated transport Corrugated paper Probas, s.r.0.
carton carton
Label for group Self-adhesive label Paper + adhesive Rayfilm s.r.o.
packaging carton
Transport carton Corrugated transport Corrugated paper Probas, s.r.0.
carton
Label for transport Self-adhesive label Paper + adhesive Rayfilm s.r.o.
carton
Package leaflet / Provides user Printed paper Polygra, a.s.
instructions for use information,
instructions for use,
warnings and
precautions.
Transparent adhesive Seals outer cartons for ~ Polypropylene Europapier
sealing tape storage, handling and
transport.
Round blue label Indicates finished Paper + adhesive Rayfilm s.r.o.
batch
Round green label Indicates released Paper + adhesive Rayfilm s.r.o.
batch
Stretch film Protects carton boxes LDPE Europapier
during transport.
Polypropylene Holds carton boxes Polypropylene Europapier
strapping during transport on
wooden pallet
Bubble wrap Cushions products and LDPE Europapier

protects them against
impact and movement.
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Paper void fill Fills empty space and  paper Europapier

prevents product

movement inside the

box.

Material specifications and supplier certificates are included in the Annexes.
4.2 Packaging Configuration
4.2.1 Traumacel TAF (all sizes)
Traumacel TAF Light (all sizes)
Name of the Weight of the Weight Weight share Share of recycled
packaging packaging per 1 pc (%) material
(® (® (%)

Primary 1,6 1,60 13,20 0
packaging
Secondary 3,8 3,80 31,35 0
packaging
Thermal transfer variable variable N/A 0
ribbon
Paper box 39 3,90 32,17 0
Label for paper 0,1 0,01 0,08 0
box
Label for paper 0,1 0,01 0,08 0
box with UDI
Group packaging 165 1,38 11,38 70
carton
Label for group 1,3 0,01 0,08 0
packaging carton
Transport carton 809 1,12 9,24 70
Label for 1,3 0,002 0,02 0
transport carton
Package leaflet / 2.9 0,29 2,39 0
instructions for
use
Transparent variable variable N/A 0

adhesive sealing
tape
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Round blue label 0,01 0 0,00 0
Round green label 0,01 0 0,00 0
Stretch film variable variable N/A 0
Polypropylene variable variable N/A 0
strapping

Bubble wrap variable variable N/A 0
Paper void fill variable variable N/A 0

Note: Weight shares are calculated using packaging components with a known, non-zero weight per sales unit.
Components reported as “variable” or without a quantified per-unit weight are excluded from the calculation. The

included components are normalized to 100%. Therefore, the stated shares represent the known packaging mass rather

than the complete packaging system.

4.2.2 Traumacel FAM Strata 2,5 x5 cm

Traumacel FAM Trium 2,5x 5 cm

Name of the Weight of the Weight Weight share Share of recycled
packaging packaging per 1 pc (%) material
(8) (8 (o)
Primary 1,6 1,60 11,83 0
packaging
Secondary 3,8 3,80 28,09 0
packaging
Thermal transfer variable variable N/A 0
ribbon
Paper box 45 4,50 33,26 0
Label for paper 0,2 0,02 0,15 0
box
Label for paper 0,1 0,01 0,07 0
box with UDI
Group packaging 240 1,50 11,09 70
carton
Label for group 1,3 0,01 0,07 0
packaging carton
Transport carton 846 1,76 13,01 70
Label for 1,3 0,04 0,30 0
transport carton
Package leaflet / 2.9 0,29 2,14 0
instructions for
use
Transparent variable variable N/A 0
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adhesive sealing

tape

Round blue label 0,01 0 N/A 0
Round green label 0,01 0 N/A 0
Stretch film 0,01 0 N/A 0
Polypropylene variable variable N/A 0
strapping

Bubble wrap variable variable N/A 0
Paper void fill variable variable N/A 0

Note: Weight shares are calculated using packaging components with a known, non-zero weight per sales unit.
Components reported as “variable” or without a quantified per-unit weight are excluded from the calculation. The
included components are normalized to 100%. Therefore, the stated shares represent the known packaging mass rather

than the complete packaging system.

4.2.3 Traumacel FAM Strata5x 10 cm; 10 x 10 cm; 5x 7,5 cm
Traumacel FAM Trium 5x 10 cm; 10 x 10 cm; 5 x 7,5 cm

Name of the Weight of the Weight Weight share Share of recycled
packaging packaging per 1 pc (%) material
(8) (8 (o)
Primary 4,1 4,10 17,73 0
packaging
Secondary 7,6 7,60 32,86 0
packaging
Thermal transfer variable variable N/A 0
ribbon
Paper box 78 7,80 33,72 0
Label for paper 0,2 0,02 0,09 0
box
Label for paper 0,1 0,01 0,04 0
box with UDI
Group packaging 240 1,50 6,49 70
carton
Label for group 1,3 0,01 0,04 0
packaging carton
Transport carton 846 1,76 7,61 70
Label for 1,3 0,04 0,17 0

transport carton
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Package leaflet / 2.9 0,29 1,25 0
instructions for

use

Transparent variable variable N/A 0
adhesive sealing

tape

Round blue label 0,01 0 N/A 0
Round green label 0,01 0 N/A 0
Stretch film 0,01 0 N/A 0
Polypropylene variable variable N/A 0
strapping

Bubble wrap variable variable N/A 0
Paper void fill variable variable N/A 0

Note: Weight shares are calculated using packaging components with a known, non-zero weight per sales unit.
Components reported as “variable” or without a quantified per-unit weight are excluded from the calculation. The

included components are normalized to 100%. Therefore, the stated shares represent the known packaging mass rather

than the complete packaging system.

4.2.4 Traumacel FAM OcW

Name of the Weight of the Weight Weight share Share of recycled
packaging packaging per 1 pc (%) material
(8) (8 (o)
Primary 1,6 1,60 5,12 0
packaging
Secondary 3,8 3,80 12,16 0
packaging
Thermal transfer variable variable N/A 0
ribbon
Paper box 78 7,80 24,97 0
Label for paper 0,1 0,05 0,16 0
box
Label for paper 0,1 0,05 0,16 0
box with UDI
Group packaging 240 7,5 24,01 70
carton
Label for group 1,3 0,04 0,13 0
packaging carton
Transport carton 846 8,81 28,20 70
Label for 1,3 0,14 0,45 0

transport carton
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Package leaflet / 2.9 1,45 4,64 0
instructions for

use
Transparent variable variable N/A 0
adhesive sealing

tape

Round blue label 0,01 0 N/A 0
Round green label 0,01 0 N/A 0
Stretch film 0,01 0 N/A 0
Polypropylene variable variable N/A 0
strapping

Bubble wrap variable variable N/A

Paper void fill variable variable N/A 0

Note: Weight shares are calculated using packaging components with a known, non-zero weight per sales unit.
Components reported as “variable” or without a quantified per-unit weight are excluded from the calculation. The
included components are normalized to 100%. Therefore, the stated shares represent the known packaging mass rather
than the complete packaging system.

4.2.5 Traumacel NEW Dent

Name of the Weight of the Weight Weight share Share of recycled
packaging packaging per 1 pc (%) material
(8 8 (%)
Primary 1,3 0,26 15,29 0
packaging
Secondary N/A N/A N/A 0
packaging
Label for primary 0,2 0,04 2,35
packaging
Thermal transfer variable variable N/A 0
ribbon
Paper box 45 0,9 52,94 0
Label for paper 0,2 0,00 N/A 0
box
Label for paper 0,1 0,00 N/A 0
box with UDI
Group packaging 165 0,22 12,94 70
carton
Label for group 1,3 0,00 N/A 0
packaging carton
Transport carton 809 0,22 12,94 70
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Label for 1,3 0,00 N/A 0
transport carton

Package leaflet / 2.9 0,06 3,53 0
instructions for

use

Transparent variable variable N/A 0
adhesive sealing

tape

Round blue label 0,01 0 N/A 0
Round green label 0,01 0 N/A 0
Stretch film 0,01 0 N/A 0
Polypropylene variable variable N/A 0
strapping

Bubble wrap variable variable N/A 0
Paper void fill variable variable N/A 0

Note: Weight shares are calculated using packaging components with a known, non-zero weight per sales unit.
Components reported as “variable” or without a quantified per-unit weight are excluded from the calculation. The
included components are normalized to 100%. Therefore, the stated shares represent the known packaging mass rather
than the complete packaging system.

4.2.6 Traumastem TAF (all sizes)
Traumastem TAF Light (all sizes)

Name of the Weight of the Weight Weight share Share of recycled

packaging packaging per 1 pc (%) material
(® (@ (%)

Primary 1,6 1,60 12,30 0

packaging

Secondary 3.8 3,80 29,22 0

packaging

Thermal transfer variable variable N/A 0

ribbon

Paper box 39 3,90 29,99 0

Label for paper 0,1 0,01 0,08 0

box

Label for paper 0,1 0,01 0,08 0

box with UDI

Group packaging 165 1,38 10,61 70

carton

Label for group 1,3 0,01 0,08 0
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packaging carton

Transport carton 809 1,12 8,61 70
Label for 1,3 0,002 0,02 0
transport carton

Package leaflet / 11,7 1,17 9,00 0
instructions for

use

Transparent variable variable N/A 0
adhesive sealing

tape

Round blue label 0,01 0 N/A 0
Round green label 0,01 0 N/A 0
Stretch film variable variable N/A 0
Polypropylene variable variable N/A 0
strapping

Bubble wrap variable variable N/A

Paper void fill variable variable N/A 0

Note: Weight shares are calculated using packaging components with a known, non-zero weight per sales unit.
Components reported as “variable” or without a quantified per-unit weight are excluded from the calculation. The
included components are normalized to 100%. Therefore, the stated shares represent the known packaging mass rather
than the complete packaging system.

4.2.7 Traumastem FAM Strata 2,5 x5 cm

Traumastem FAM Trium 2,5 x5 cm

Name of the Weight of the Weight Weight share Share of recycled
packaging packaging per 1 pc (%) material
(€9) (€9) (%)
Primary 1,6 1,60 11,10 0
packaging
Secondary 3.8 3,80 26,37 0
packaging
Thermal transfer variable variable N/A 0
ribbon
Paper box 45 4,50 31,23 0
Label for paper 0,2 0,02 0,14 0
box
Label for paper 0,1 0,01 0,07 0
box with UDI
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Group packaging 240 1,50 10,41 70
carton

Label for group 1,3 0,01 0,07 0
packaging carton

Transport carton 846 1,76 12,21 70
Label for 1,3 0,04 0,28 0
transport carton

Package leaflet / 11,7 1,17 8,12 0
instructions for

use

Transparent variable variable N/A 0
adhesive sealing

tape

Round blue label 0,01 0 N/A 0
Round green label 0,01 0 N/A 0
Stretch film 0,01 0 N/A 0
Polypropylene variable variable N/A 0
strapping

Bubble wrap variable variable N/A 0
Paper void fill variable variable N/A 0

Note: Weight shares are calculated using packaging components with a known, non-zero weight per sales unit.

Components reported as “variable” or without a quantified per-unit weight are excluded from the calculation. The

included components are normalized to 100%. Therefore, the stated shares represent the known packaging mass rather

than the complete packaging system.

4.2.8 Traumastem FAM Strata5x 10 cm; 10 x 10 cm; 5x 7,5 cm

Traumastem FAM Trium 5x 10 cm; 10 x 10 cm; 5 x 7,5 cm

Name of the Weight of the Weight Weight share Share of recycled
packaging packaging per 1 pc (%) material
(8) (8 (o)

Primary 4,1 4,10 17,08 0
packaging

Secondary 7,6 7,60 31,65 0
packaging

Thermal transfer variable variable N/A 0

ribbon

Paper box 78 7,80 32,49 0
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Label for paper 0,2 0,02 0,08 0
box

Label for paper 0,1 0,01 0,04 0
box with UDI

Group packaging 240 1,50 6,25 70
carton

Label for group 1,3 0,01 0,04 0
packaging carton

Transport carton 846 1,76 7,33 70
Label for 1,3 0,04 0,17 0
transport carton

Package leaflet / 11,7 1,17 4,87 0
instructions for

use

Transparent variable variable N/A 0
adhesive sealing

tape

Round blue label 0,01 0 N/A 0
Round green label 0,01 0 N/A 0
Stretch film 0,01 0 N/A 0
Polypropylene variable variable N/A 0
strapping

Bubble wrap variable variable N/A 0
Paper void fill variable variable N/A 0

Note: Weight shares are calculated using packaging components with a known, non-zero weight per sales unit.

Components reported as “variable” or without a quantified per-unit weight are excluded from the calculation. The

included components are normalized to 100%. Therefore, the stated shares represent the known packaging mass rather

than the complete packaging system.

4.2.9 Traumacel FAM OcW
Name of the Weight of the Weight Weight share Share of recycled
packaging packaging per 1 pc (%) material
(8) (8 (o)

Primary 1,6 1,60 4,49 0
packaging

Secondary 3,8 3,80 10,66 0
packaging

Thermal transfer variable variable N/A 0
ribbon

Paper box 78 7,80 21,89 0
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Label for paper 0,1 0,05 0,14 0
box

Label for paper 0,1 0,05 0,14 0
box with UDI

Group packaging 240 7,5 21,04 70
carton

Label for group 1,3 0,04 0,11 0
packaging carton

Transport carton 846 8,81 24,72 70
Label for 1,3 0,14 0,39 0
transport carton

Package leaflet / 11,7 5,85 16,41 0
instructions for

use

Transparent variable variable N/A 0
adhesive sealing

tape

Round blue label 0,01 0 N/A 0
Round green label 0,01 0 N/A 0
Stretch film 0,01 0 N/A 0
Polypropylene variable variable N/A 0
strapping

Bubble wrap variable variable N/A 0
Paper void fill variable variable N/A 0

Note: Weight shares are calculated using packaging components with a known, non-zero weight per sales unit.
Components reported as “variable” or without a quantified per-unit weight are excluded from the calculation. The
included components are normalized to 100%. Therefore, the stated shares represent the known packaging mass rather

than the complete packaging system.

4.2.10 Traumastem NEW Dent

Name of the Weight of the Weight Weight share Share of recycled
packaging packaging per 1 pc (%) material
(€9) (€9) (%)

Primary 1,3 0,26 13,87 0
packaging

Secondary N/A N/A N/A 0
packaging

Label for primary 0,2 0,04 2,13

packaging

Thermal transfer variable variable N/A 0
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ribbon

Paper box 45 0,9 48,03 0
Label for paper 0,2 0,00 N/A 0
box

Label for paper 0,1 0,00 N/A 0
box with UDI

Group packaging 165 0,22 11,74 70
carton

Label for group 1,3 0,00 N/A 0
packaging carton

Transport carton 809 0,22 12,49 70
Label for 1,3 0,00 N/A 0
transport carton

Package leaflet / 71,7 0,234 0
instructions for

use

Transparent variable variable N/A 0
adhesive sealing

tape

Round blue label 0,01 0 N/A 0
Round green label 0,01 0 N/A 0
Stretch film 0,01 0 N/A 0
Polypropylene variable variable N/A 0
strapping

Bubble wrap variable variable N/A 0
Paper void fill variable variable N/A 0

Note: Weight shares are calculated using packaging components with a known, non-zero weight per sales unit.
Components reported as “variable” or without a quantified per-unit weight are excluded from the calculation. The
included components are normalized to 100%. Therefore, the stated shares represent the known packaging mass rather
than the complete packaging system.

4.3 Substances of Concern

The content and concentration of substances of concern, as defined in Article 2(27) of Regulation (EU)
2024/1781, in the packaging material and in the individual packaging components comply with the
requirements of Regulation (EC) No 1907/2006 (REACH), and statements regarding their content in
the packaging components form part of the annex documentation containing the specification sheets
provided by the suppliers of the packaging materials.

All packaging components comply with the limits laid down in the PPWR for the content of lead,
cadmium, mercury, hexavalent chromium and PFAS.
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S. Manufacturing Information
5.1 Manufacturing Process

The machine operator selects the appropriate print layout from the machine memory, installs the form-
ing dies, sealing dies and depth-adjustment inserts, and starts the machine.

The oxidized cellulose blanks are fed into the packaging machine, where they are packed into Primary
packaging. The packaged products are discharged from the packaging machine outlet, inspected and
placed in crates. For Traumastem NEW Dent and Traumacel NEW Dent, the primary packaging is la-
belled with the Label for primary packaging.

For the secondary packaging process, the machine operator selects the secondary packaging print lay-
out from the machine memory, installs the forming dies, sealing dies and depth-adjustment inserts, and
starts the machine. The operators feed the product already packed in the primary packaging into the
packaging machine, where thay are packed in the Secondary packaging. The primary and secondary
packaging, as well as the applicable labels, are printed using the Thermal transfer ribbon, which is
used as a printing consumable.

The products packed in primary and secondary packaging are placed in the Paper boxes, in the quanti-
ties specified for each product in Chapter 3, together with the Package leaflet / Instructions for use.
The paper boxes are then labelled with the Label for paper box and Label for paper box with UDI.

The paper boxes are packed in the Group packaging cartons, which are labelled with the Label for
group packaging carton, the Round blue label and the Round green label.

The group packaging cartons are placed in the Transport cartons. The transport cartons are labelled
with the Label for transport carton, sealed with Transparent adhesive sealing tape and stacked in
several layers on EUR or standard pallets. If a transport carton is not completely filled, the empty

space is filled with cushioning material, either Bubble wrap or Paper void fill. The transport cartons
are secured to the pallet using Stretch film and Polypropylene strapping.

5.2 Production Control

The operators inspect the products packed in primary and secondary packaging at the output of the
packaging machine. If a defective package is identified, the product is placed into a designated con-
tainer.

The operators visually inspect: the print quality, the cleanliness of the packaging material, whether the
product has been sealed into the package seal.

Defectively packaged products are unpacked and inspected.
Products that pass the inspection are repackaged using the same procedure described above.

Products that cannot be reused are placed into a closed and identified container. Products collected in
this manner are subsequently disposed of.
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6. Compliance with PPWR Requirements

6.1 Overview of Relevant Requirements

Area Requirement Exemption for Relevance to Demonstration of
Medical Devices the Packaging Compliance
Substances  Minimise sub- Packaging of medi-  Yes The annexes to the
in packaging stances of concern; cal devices not in- technical documen-
the combined con-  tended for food con- tation contain mate-
centration of Pb, tact is not subject to rial specifications
Cd, Hg and Cr(VI) the specific PFAS and supplier docu-
shall not exceed prohibition under ments declaring
100 mg/kg. PFAS  Article 5(5) PPWR. compliance with the
limits apply to limits for substances
food-contact pack- of concern.
aging.
Recyclability All packaging shall Does not apply to No —
be recyclable and contact-sensitive
shall progressively  packaging used for
achieve the re- medical devices un-
quired recyclability der the MDR or
performance IVDs under the
grades. IVDR (Article
6(11)(b).(c)).
Recycled Plastic packaging Does not apply to Yes, for group  Applicable from 1
content in shall contain the contact-sensitive and transport January 2030
plastic prescribed propor-  plastic packaging packaging
tion of post-con- used for MDR medi-
sumer recycled cal devices, includ-
plastic. From 2030, ing devices intended
depending on the exclusively for in-
category, this vestigation and clini-
ranges from 10— cal investigation de-
35%; from 2040, vices, nor to IVDs
from 25-65%. (Article 7(4)(b),(c)).
Composta- Tea bags, coffee — No —
bility pods and similar

applications, and
adhesive labels at-
tached to fruit and
vegetables, shall be
industrially com-
postable. Other bi-
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odegradable pack-
aging should gener-
ally remain materi-
ally recyclable.

Minimisa-
tion

Packaging weight
and volume shall
be reduced to the
minimum neces-
sary for its func-
tionality. False bot-
toms, double walls
and unnecessary
layers creating the
impression of a
larger product are
prohibited.

Yes

Applicable from 1
January 2030

Reusable
packaging

Packaging shall be
designed for multi-
ple cycles, be
safely emptyable,
refillable or reusa-
ble, reconditionable
and recyclable at
the end of its life.

No

Restricted
packaging
formats

Certain single-use
packaging formats
are prohibited, for
example selected
plastic group pack-
aging, packaging
for fresh fruit and
vegetables up to
1.5 kg, single-use
packaging for on-
site consumption in
the HORECA sec-
tor, and hotel min-
lature cosmetic
packaging.

No

Applicable from 1
January 2030

Harmonised
labelling

Article 12 does not
apply to the imme-
diate and outer
packaging of
MDR/IVDR de-
vices where no
space remains due
to mandatory

Yes

The packaging bears
the address of the
packaging manufac-
turer.
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MDR/IVDR label-
ling requirements
(Article 12(11)).

Conformity  Custom-made — Yes All products are sup-
assessment transport packaging plied in single-use
and reten- for configurable packaging. Docu-
tion of docu- medical devices mentation is retained
mentation and systems in- for five years.

tended for indus-
trial and healthcare
facilities is exempt
from conformity
assessment, tech-
nical documenta-
tion/EU declaration
and document re-
tention require-
ments under Article
15(2) and (3). This
exemption does not
apply to the sub-
stantive packaging
requirements (Arti-
cle 15(11)).

6.2 Environmental Claims

No environmental claims are used on the packaging.
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7 Standards and Specifications Applied

7.1 Harmonised Standards

As of the date of preparation of this technical documentation, no harmonised standards relevant to the

requirements of Regulation (EU) 2025/40 (PPWR) with references published in the Official Journal
of the European Union have been applied.

Compliance of the packaging with the applicable requirements of the Regulation has been assessed on

the basis of technical specifications. The corresponding test reports and calculations are included in the
annexes to this technical documentation.

7.2 Common Specifications

As of the date of preparation of this technical documentation, no Common Specifications (CS) issued
pursuant to Article 37 of Regulation (EU) 2025/40 (PPWR) have been published or applied to the
packaging under assessment.

Compliance of the packaging with the applicable requirements of the Regulation has been assessed on

the basis of technical specifications. The corresponding test reports and calculations are included in the
annexes to this technical documentation.

7.3 Other Technical Specifications

The annexes to this technical documentation contain material specification sheets and supporting docu-
ments relating to the individual packaging materials used.
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8 Risk Assessment
8.1 Risk Assessment Method

Probability of Occurrence

Value Description
1 Low — non-compliance is unlikely and is effectively controlled.
2 Medium — non-compliance may occur due to a change in material, supplier or design.

High — the requirement is not documented or the current design is likely not to comply
with the requirement.

Severity of Consequences

3

Value Description

1 Low — administrative or documentation deficiency without a direct impact on safety.

2 Medium — corrective action, modification of the documentation or packaging is required.
3 High — prohibition of placing the packaging on the market, product recall, regulatory

action, or a potential impact on the safety of the medical device.

Risk Classification
The Risk Priority Number (R) is determined as follows:
R = Probability x Severity

Result Risk Classification

1-2 Low risk
34 Medium risk
6-9 High risk

8.2 Identification of Risks of Non-compliance

The following PPWR requirements have been identified as relevant for the assessment of packaging
compliance:

o Substances contained in packaging — Article 5 PPWR

e Recyclability — Article 6 PPWR

e Minimum recycled plastic content — Article 7 PPWR

o Compostability — Article 9 PPWR

e Minimisation of packaging weight and volume — Article 10 and Annex [V PPWR
o Reusable packaging — Articles 11, 26 and 29 PPWR

o Packaging labelling — Article 12 PPWR

o [Excessive empty space — Article 24 PPWR
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8.3 Risk Evaluation Including Risk Control Measures

8.3.1 Substances Contained in Packaging — Article 5 PPWR

Identified Hazard

The packaging or its components may contain:lead; cadmium; mercury; hexavalent chromium;
other substances of concern; PFAS in materials, coatings, barrier layers, printing inks, adhesives or
processing aids.

The combined concentration of Pb, Cd, Hg and Cr(VI) in the packaging or its components shall not
exceed 100 mg/kg, unless a specific exemption applies.

The PFAS limits under Article 5(5) apply to food-contact packaging. This specific requirement does
not generally apply to packaging for medical devices. However, the general obligation to minimise
substances of concern remains applicable.

Risk Assessment
Packaging under assessment  Relevance P S R Evaluation
Sterile barrier system — Yes 2 3 6 High before
primary, secondary and implementation of control
tertiary packaging measures
Paper carton Yes 2 2 4 Medium
Group and transport Yes I 2 2 Low
packaging
PFAS limit applicable to No, where the packaging 1 1 1 Specific limit not
food-contact packaging is not intended for food applicable

contact

Evidence for Verification

e material specifications for all packaging layers;

e complete composition of laminates and barrier layers;

e supplier declarations regarding Pb, Cd, Hg and Cr(VI]) content;

e declarations of compliance with REACH and the Regulation on Persistent Organic Pollutants;

e declarations confirming the presence or absence of PFAS;

o safety data sheets for adhesives, inks, coatings and processing aids;

e laboratory analysis where supplier declarations are insufficient or increased risk has been
identified;

¢ change control system covering suppliers, materials, formulations, adhesives, inks and surface
treatments.

Risk Control Measures

A written declaration is required from each packaging material supplier confirming that the combined
concentration of Pb, Cd, Hg and Cr(VI) does not exceed 100 mg/kg.

Current material specifications and declarations regarding chemical composition are maintained for
each material.

Suppliers shall notify any change to formulations, layers, pigments, printing inks, adhesives or surface
treatments before implementation.

For multilayer packaging, each individual layer and component is assessed separately rather than only
the finished laminate.

Where the composition is not adequately documented, laboratory testing shall be performed using an
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appropriate analytical method.

PFAS are monitored as part of the chemical characterisation and management of substances of
concern, even though the specific limits under Article 5(5) are not directly applicable to medical
device packaging.

Residual Risk

P =1, S =3, R=3 — Medium, acceptable provided that supplier documentation is regularly updated
and change control procedures are maintained.

8.3.2 Recyclability — Article 6 PPWR

Identified Hazard
The combination of materials, barrier layers, surface treatments, adhesives or the packaging design
may prevent or significantly limit:

¢ identification of the material during sorting;

e separation of individual layers;

e allocation to an existing recycling stream;

e recovery of secondary raw materials of adequate quality;

e large-scale recycling of the packaging.
Applicability of the Exemption for Medical Devices
Article 6 does not apply to contact-sensitive packaging of medical devices under Regulation (EU)
2017/745. The exemption therefore applies to packaging that is in contact with the medical device or
whose properties are essential for maintaining the protection, sterility or safety of the device.
This typically includes:
the sterile barrier system — primary, secondary and tertiary packaging, comprising the layers necessary
to maintain sterility and the safety of the medical device.
The exemption does not automatically apply to group or transport packaging. For the secondary sales
carton, it must be individually demonstrated whether it forms part of the contact-sensitive packaging
system or is merely a conventional outer sales package.

Risk Assessment
Packaging under assessment Relevance P S R Evaluation
Sterile barrier system — Requirement of Article 6 1 3 3 Medium —risk of
primary, secondary and exempt pursuant to Article incorrect application of
tertiary packaging 6(11)(b) the exemption
Paper carton Yes 1 2 2 Low
Group packaging Yes 12 2 Low
Transport packaging Yes 1 2 2 Low

Evidence for Verification

For the sterile barrier system:
e description of the function of each packaging layer;
¢ justification for classification as contact-sensitive packaging;
e sterile barrier system documentation.
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e For all other packaging:

e detailed material composition;

e mass fraction of individual materials;

¢ identification of integrated and separable components;

e assessment of compatibility with sorting and recycling processes;

e supplier declaration regarding recyclability;

e recyclability test reports, where available;

e assessment of the effects of labels, adhesives, printing inks, varnishes, coatings and barrier
layers.

Risk Control Measures
The sterile barrier system is clearly identified in the technical documentation as contact-sensitive
packaging for a medical device.
It is documented that the multilayer construction is necessary to ensure:
e maintenance of the sterile barrier;
mechanical protection;
the required permeability to the sterilising agent;
protection against moisture and oxygen;
seal strength;
e microbial barrier performance;
e aseptic opening;
e maintenance of performance after sterilisation and throughout the declared shelf life.
The legal basis for the exemption is documented as Article 6(11)(b) PPWR.
Secondary, group and transport packaging are designed, wherever possible, as monomaterial structures
or easily separable material combinations.
Only labels, adhesives, varnishes and printing inks that do not significantly impair recyclability are
used on paper and paperboard packaging.
Recyclability is reassessed whenever there is a change in material, packaging design, label, adhesive,
coating or supplier.

Justification for Non-applicability to the Sterile Barrier System

"Article 6 PPWR is not applicable to the sterile barrier system of the medical device pursuant to the
exemption provided in Article 6(11)(b), as it constitutes contact-sensitive packaging for a medical
device within the meaning of Regulation (EU) 2017/745. The multilayer construction is essential for
maintaining the sterile barrier, packaging integrity, medical device safety and aseptic presentation.”

Residual Risk

P=1,S =3, R=3 — Medium, acceptable provided that the scope of the exemption is properly justi-
fied for the specific packaging configuration.

8.3.3 Minimum Recycled Plastic Content — Article 7 PPWR

Identified Hazard
Plastic packaging may fail to contain the prescribed minimum proportion of recycled plastic.
Applicability of the Exemption
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Under Article 7(4)(b) PPWR, the minimum recycled-content requirements do not apply to contact-
sensitive plastic packaging of medical devices covered by Regulation (EU) 2017/745.

Risk Assessment
Packaging under assessment Relevance P S R Evaluation
Sterile barrier system — Exemption pursuant to 1 3 3 Medium —risk of
primary, secondary and tertiary Article 7(4)(b) incorrect classification
packaging
Paper carton Yes 1 2 2 Medium
Group packaging Yes 1 2 2 Low
Transport packaging Yes 1 2 2 Low

Evidence for Verification

supplier declaration regarding material composition;

determination whether the packaging meets the definition of contact-sensitive packaging;
supplier information regarding the proportion of post-consumer recycled content;
calculations and records of recycled content for packaging not covered by the exemption.

Risk Control Measures
The exemption under Article 7(4)(b) is documented for the sterile barrier system.
It is documented that the use of recycled plastic could affect:

e material purity;

e consistency of material properties;

e microbial barrier performance;

e secalability;

e seal strength and integrity;

e extractables and leachables;

e sterilisation compatibility;

e biocompatibility or toxicological profile;

¢ stability throughout the shelf life.
For plastic transport and group packaging, suppliers are required to provide information on the
recycled-content percentage and the calculation method used.

Justification for Non-applicability to the Sterile Barrier System

"The requirement for minimum recycled plastic content under Article 7(1) and (2) PPWR is not
applicable to the plastic layers of the sterile barrier system pursuant to the exemption in Article
7(4)(b), as these constitute contact-sensitive plastic packaging for a medical device within the meaning
of Regulation (EU) 2017/745."

Residual Risk

P =1, S =3, R=3 - Medium, acceptable provided that the legal basis for the exemption and the func-
tional necessity of the materials are documented.
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8.3.4 Compostability — Article 9 PPWR

Identified Hazard

The packaging could be incorrectly declared as compostable or labelled in a manner that leads users to
dispose of it as biowaste, even though it:

does not meet the requirements for industrial composting;

is not suitable for home composting;

contains non-compostable layers; or

contaminates biological waste streams or material recycling streams.

Risk Assessment

Packaging under assessment Relevance P S R Evaluation

Sterile barrier system — No 1 1 1 Notapplicable

primary, secondary and tertiary

packaging

Paper carton No, provided it is not 1 1 1 Notapplicable
claimed to be compostable

Group packaging No, provided it is not 1 1 1 Notapplicable
claimed to be compostable

Transport packaging No, provided it is not 1 1 1 Notapplicable

claimed to be compostable

Justification for Non-applicability

"Article 9 PPWR is not applicable because the packaging does not fall within the packaging formats
for which PPWR requires industrial compostability and is neither designed, placed on the market nor
labelled as compostable."

Evidence for Verification
e packaging specifications;
approved packaging texts and symbols;
artwork documentation;
marketing claims;
instructions for disposal.

Risk Control Measures

No claims such as "compostable", "biodegradable", or similar statements are used unless supported by
appropriate evidence.

The packaging is not marked with symbols intended for biological waste.

A new assessment shall be carried out whenever the packaging material or any environmental claim is
changed.

Residual Risk

P=1,S=1,R=1-Low.

8.3.5 Minimisation of Packaging Weight and Volume — Article 10 and Annex IV
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PPWR

Identified Hazard
The weight or volume of the packaging may exceed the minimum necessary to fulfil its intended
function. Typical risk factors include:

unnecessary packaging layers;
excessive film thickness;
oversized cartons;

double walls;

false bottoms;

unnecessary inserts;

packaging elements intended solely to increase the perceived size of the product.

Article 10 does not provide a general exemption for medical device packaging. However, safety,
hygiene, product protection, legal requirements and maintenance of sterility are explicitly recognised
as legitimate functional criteria under Annex IV.

Risk Assessment
Packaging under assessment Relevance P S R Evaluation
Sterile barrier system — Yes 2 2 4 Medium
primary, secondary and
tertiary packaging
Paper carton Yes 2 2 4 Medium
Group packaging Yes 2 2 4 Medium
Transport packaging Yes 2 2 4 Medium

Evidence for Verification

dimensional drawings of the packaging;

weight of each packaging layer;

total packaging weight;

dimensions of the product and packaging;

calculation of the packaging-to-product ratio;

validation reports for the sterile barrier system;

seal strength and integrity test reports;

transport and distribution test reports;

sterilisation validation studies;

accelerated and real-time ageing studies;

assessment of the space required for MDR labelling;
assessment of the space required for the Instructions for Use;
justification for every packaging layer and packaging component.

Risk Control Measures
Each layer of the sterile barrier system has a documented function, including:

microbial barrier;
permeability to the sterilisation medium,;
moisture protection;
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e mechanical protection;

e sealing layer;

e support for aseptic opening;

e resistance to sterilisation;

e stability throughout the declared shelf life.

e Any further reduction in thickness, dimensions or number of packaging layers is considered

unacceptable where it could result in:

¢ loss of package integrity;

e reduced seal strength;

e transport damage;

e Jloss of sterility;

e impaired aseptic opening;

¢ insufficient readability of mandatory labelling;

¢ non-compliance with the MDR or applicable harmonised standards.
For the secondary packaging, the space required for mandatory information, including UDI,
sterilisation information, batch number, expiry date and other required markings, has been assessed.
For group and transport packaging, the number of packaged units per carton, palletisation and
utilisation of transport space are optimised.
The packaging design is reviewed whenever a new product is introduced or whenever significant
changes are made to the product, packaging or distribution conditions.
Conclusion of the Packaging Minimisation Assessment for the Sterile Barrier System
"The current number of packaging layers, dimensions and weight of the sterile barrier system
represent the functional minimum necessary. Any further reduction could adversely affect the integrity
of the sterile barrier, the sealing process, sterilisation compatibility, mechanical protection, microbial
barrier performance, aseptic presentation or stability throughout the declared shelf life.”

Residual Risk

P=1,S =3, R=3 — Medium, acceptable on the basis of validation data and documented design evi-
dence.

8.3.6 Reuse — Articles 11, 26 and 29 PPWR

Identified Hazard
e The packaging could be incorrectly labelled or presented as reusable even though it:
is not designed for multiple use cycles;
cannot be safely cleaned or decontaminated;
cannot be refilled without compromising safety;
is not part of a reuse system,;
has no defined number of reuse cycles; or
¢ is not supported by a collection, inspection, cleaning and redistribution system.
A single-use sterile barrier system cannot be reused without compromising the sterile barrier and
without a new validated packaging and sterilisation process.
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Risk Assessment

Packaging under assessment  Relevance P S R Evaluation

Sterile barrier system — No I 1 1 Not

primary, secondary and applicable

tertiary packaging

Paper carton No I 1 1 Not
applicable

Group packaging Potentially applicable 2 2 4 Medium

depending on the
packaging format and
distribution model
Transport packaging Potentially applicable 2 2 4 Medium
depending on the
packaging format and
distribution model

Evidence for Verification
e packaging specifications and intended purpose;
e packaging texts and labelling;
e marketing claims;
e distribution model;
¢ inventory of transport packaging, films and securing materials.

Risk Control Measures

The sterile barrier system is clearly designated as single-use packaging.

The packaging is not labelled or marketed as reusable.

For transport cartons, it is recognised that Article 29 contains specific exemptions and different
requirements depending on the material and packaging format. Therefore, not all transport packaging
is automatically subject to the reuse targets.

Justification for Non-applicability to the Sterile Barrier System

"Article 11 PPWR is not applicable to the sterile barrier system because the packaging is neither
designed, placed on the market nor labelled as reusable. Opening the packaging irreversibly
compromises the sterile barrier."

Residual Risk

P=1,S =2, R=2 - Low, except for transport packaging formats that may become subject to future
reuse targets.

8.3.7 Packaging Labelling — Article 12 PPWR

Identified Hazard
The packaging may:
e bear an incorrect material identification symbol,
¢ be labelled in accordance with technical rules that have not yet entered into force;

79



contain incomplete labelling;

contain labelling that conflicts with the MDR;

include misleading claims regarding recyclability, compostability or recycled content; or
contain symbols that reduce the readability of mandatory information or compromise the safe
use of the medical device.

The harmonised material composition labelling requirements will apply from the date specified in
Article 12(1), i.e. 12 August 2028, or 24 months after the entry into force of the relevant implementing
acts, whichever is later.

Article 12 does not apply to the immediate and outer packaging of medical devices where insufficient
space remains due to mandatory MDR labelling or where additional labelling could compromise the
safe use of the device.

According to the European Commission guidance:

immediate packaging means packaging that is in direct contact with the medical device;

outer packaging means the sales packaging of the medical device.

Risk Assessment

Packaging under assessment Relevance P S R Evaluation
Sterile barrier system — No — exemption applies 1 1 1 Not
primary, secondary and applicable
tertiary packaging

Paper carton Labelling required under 2 1 2 Low

Article 15(11)

Group packaging Labelling required under 2 1 2 Low

Article 15(11)

Transport packaging Labelling required under 2 1 2 Low

Article 15(11)

Evidence for Verification

approved artwork documentation;

list of mandatory MDR information;

dimensional assessment of available labelling space;

current implementing acts and harmonised symbols;

review of environmental marketing claims;

supporting evidence for any claims regarding recyclability or recycled content.

Risk Control Measures

1. The Regulatory Department monitors the publication of the implementing acts under Article
12(6) and 12(7).

2. The application of the exemption under Article 12(11) is justified separately for each packag-
ing format.

3. Environmental claims are used only where they are clearly defined, substantiated and not mis-
leading.

4. Claims relating solely to the transport carton shall not create the impression that the entire

packaging system is recyclable.

Recommended Justification for the Exemption
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"The requirements of Article 12 PPWR do not apply to the immediate sterile packaging pursuant to
Article 12(11), because the available surface area is required for the mandatory medical device label-
ling under Regulation (EU) 2017/745, and the addition of further labelling could reduce the readabil-
ity of mandatory information or adversely affect the safe and aseptic use of the medical device."”

The exemption cannot be justified solely by stating that the product is a medical device. It must be
supported by evidence of insufficient available space or by demonstrating a risk to the safe use of the
device.

Residual Risk

P=1,S =3, R=2 - Low, acceptable provided that legislative developments are regularly monitored
and packaging artwork is subject to regulatory approval.

8.3.8 Excess Empty Space — Article 24 PPWR

Identified Hazard

Group and transport packaging may exceed the maximum permitted 50% empty space ratio.

Empty space also includes space filled with, for example: paper cushioning; bubble wrap;

The 50% limit will apply from 1 January 2030 or three years after the entry into force of the relevant
implementing act, whichever is later.

In addition, Article 24(4) requires, from 12 February 2028, that the empty space within sales
packaging be reduced to the minimum necessary to preserve the packaging's intended function.

Risk Assessment

Packaging under assessment Relevance P S R Evaluation
Sterile barrier system — Yes 1 2 2 Low
primary, secondary and

tertiary packaging

Paper carton Yes 2 1 2 Low
Group packaging Yes 2 1 2 Low
Transport packaging Yes 2 1 2 Low

Evidence for Verification
¢ internal dimensions of the packaging;
external dimensions of all packed sales units;
number of units contained in the package;
calculation of the empty-space volume;
description and volume of cushioning and securing materials;
photographs of the standard packaging configuration.

Risk Control Measures

A standard packing configuration shall be defined for every group and transport package.

The number of sales units per shipping carton shall be optimised to minimise unused internal volume.
Cushioning materials shall only be used where necessary to prevent damage during transport.

The dimensions of shipping cartons shall be reviewed whenever the product dimensions, packaging
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configuration or transport conditions change.
Compliance with the maximum permitted empty-space ratio shall be reassessed before the Article 24
requirements become applicable.

Residual Risk

P=1,S=1,R=1 - Low, acceptable provided that transport packaging dimensions continue to be re-

viewed and optimised.

8.4 Summary

Requirement Sterile Barrier Paper Box Group Transport
System  (Primary, Packaging Packaging
Secondary
Packaging)
Article 5 — Substances  Applicable Applicable Applicable Applicable
in Packaging
Article 5(5) — PFAS Not applicable unless Not applicable ~ Not applicable  Not applicable
for Food Contact the packaging is
Packaging intended for food
contact
Article 6 — Exempt as contact- Applicable Applicable Applicable
Recyclability sensitive medical
device packaging
Article 7 — Recycled Exempt as contact- Applicable to Applicable to  Applicable to
Plastic Content sensitive plastic plastic plastic plastic
packaging for components components components
medical devices
Article 9 — Not applicable Not applicable  Not applicable  Not applicable
Compostability
Article 10 — Applicable Applicable Applicable Applicable
Minimisation of
Packaging Weight and
Volume
Article 11 — Properties  Not applicable to Not applicable  Applicable Applicable
of Reusable Packaging single-use packaging
Article 26 — Not applicable Not applicable  Applicable Applicable
Obligations for
Reusable Packaging
Article 29 — Reuse Not applicable Not applicable  Applicable Applicable
Targets
Article 12 — Packaging Potential exemption  Applicable Applicable Applicable
Labelling
Article 24 — Empty Limited applicability ~Applicable Applicable Applicable

Space

pursuant to
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Article 24(4)

The risk assessment performed demonstrates that the packaging has been evaluated against all relevant
requirements of Regulation (EU) 2025/40 (PPWR) applicable to the packaging of medical devices.

Where PPWR provides specific exemptions for medical devices, these have been identified, docu-
mented and justified in accordance with the relevant provisions of the Regulation.

For the remaining applicable requirements, appropriate technical documentation, supplier declarations,
design documentation, validation reports and material specifications have been established to demon-
strate conformity.

The identified residual risks are considered acceptable, provided that:

e supplier qualification and change control procedures are maintained;

e packaging design changes continue to be assessed through the established design control pro-
cess;

o applicable legislative developments, implementing acts and harmonised specifications are con-
tinuously monitored;

o the technical documentation is updated whenever changes to packaging materials, suppliers,
manufacturing processes or applicable legislation occur.

Based on the available evidence, the residual risks associated with compliance of the packaging with
the applicable PPWR requirements are considered acceptable, and no additional risk control measures
are currently required.

9 List of attachments

9.1 Primary packaging
9.1.1 Technical Data Sheets

e ARHA Technical Data Sheet

e The roll — Film PA/PE U Standard

e The roll — Film PA/PE U Standard, peel

e Material safety data sheet Thermal Transfer Ribbons (TTR Ribbons), types WAX,
WAX/RESIN and RESIN

e TFP Universal TECHNICAL SPECIFICATIONS OF THERMAL TRANSFER RIBBON
WAX - RESIN NEAR EDGE
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9.1.2

9.14

9.2
9.2.1

9.2.2

9.2.3

Declarations of Compliance
ARHA Declaration of Compliance (MED 05-2022)

Prohlaseni o shod¢ — PA/PE U (verze 2026/245)
TECHNICAL DOCUMENTATION / DECLARATION OF CONFORMITY

Certificates

ARHA Certificate of Analysis

PPWR statements

AFEMEA Position on Compliance with the PPWR (March 2025)
AMCOR Position Statement: Compliance with the Packaging and Packaging Waste Regulation
(April 2026)

Secondary packaging
Technical Data Sheets

ARHA Technical Data Sheet

The roll — Film PA/PE U Standard, peel

Material safety data sheet Thermal Transfer Ribbons (TTR Ribbons), types WAX,
WAX/RESIN and RESIN

TECHNICAL SPECIFICATIONS OF THERMAL TRANSFER RIBBON WAX - RESIN
NEAR EDGE

Declarations of Compliance
ARHA Declaration of Compliance (MED 05-2022)

Prohlaseni o shod¢ — PA/PE U (verze 2026/245)
TFP Universal TECHNICAL DOCUMENTATION / DECLARATION OF CONFORMITY

Certificates

ARHA Certificate of Analysis
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9.2.4 PPWR statements
e AFEMEA Position on Compliance with the PPWR (March 2025)

e AMCOR Position Statement: Compliance with the Packaging and Packaging Waste Regulation
(April 2026)

9.3 Paper box
9.3.1 Packaging Technical Specifications

e Paper box specification Alaska
9.3.2 Declarations of Compliance

e Declaration of compliance Polyra PPWR
9.3.3 Certificates

e FSC certificate Polygra
9.3.4 PPWR statements

e Product Safety Statement — ALASKA WHITE / Virgin Fibre Cartonboard (MM BOARD &
PAPER)

9.4 Group packaging
9.4.1 Technical Data Sheets

e Probas technical specification paperboard master box

9.4.2 Declarations of Compliance
e Probas Conformity declaration EU 2025/40 (CZ)

9.5 Labels for Paper box
o DATASHEET R0502 + glue

e Packaging declaration Rayfilm
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9.6 Labels for Paper box with UDI
e DATASHEET R0100-2026 with stronger glue

e Packaging declaration Rayfilm

9.7 Labels for Group packaging box
e DATASHEET R0100-2026 with stronger glue

e Packaging declaration Rayfilm

9.8 Labels for transport box
e DATASHEET R0100-2026 with stronger glue

e Packaging declaration Rayfilm
9.9 IFU

. Declaration of compliance Polyra PPWR

9.10 Round colour-coding label — green
e DATASHEET R0120 2025

e Packaging declaration Rayfilm

9.11 Round colour-coding label — blue
o DATASHEET R0123

e Packaging declaration Rayfilm

9.12 Transport packaging
9.12.1 Technical Data Sheets

e Probas technical specification paperboard master box
e Etigam sterilization indocators
e Etigam materidl safety data sheet

9.12.2Declarations of Compliance
e Probas Conformity declaration EU 2025/40 (CZ)

86



9.12.3Certificates

e FEuropapier Austria FSC Certificate
e FEuropapier Austria PEFC Certificate

10 Archiving and availability of documentation

Place of storage of documentation:
Form of storage (electronic / paper)

Retention period: at least 5 years
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