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1. List of Packaging Components

Plastic bellows bottle

Secondary packaging

Tertiary packaging

Thermal transfer ribbon
Attachment label

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
component

Intended use

Packaging
category

Contact-
sensitive
packaging

EU market

Plastic bellows
bottle

Forms part of the
sterile barrier.
Protective
packaging that
helps maintain
product protection
until use.

Inner packaging

Yes

ES/GR/PL/PT/
CZ/SK/RO/HU/BG

Secondary
packaging

Forms part of the
sterile barrier.
Protective
packaging that
helps maintain
product protection
until use.

Inner packaging

Yes

ES/GR/PL/PT/
CZ/SK/RO/HU/BG

Tertiary
packaging

Forms part of the
sterile barrier.
Protective
packaging that
helps maintain
product protection
until use.

Inner packaging

Yes

ES/GR/PL/PT/
CZ/SK/RO/HU/BG

Attachment
label

Sticker card,
stickers with the
information about
used product to
patient
documentation

Yes

ES/GR/PL/PT/
CZ/SK/RO/HU/BG

Thermal
transfer ribbon

Printing consuma-
ble used to print
variable infor-
mation on labels
or packaging.

No

ES/GR/PL/PT/
CZ/SK/RO/HU/BG

Paper box

Serves as sales-
unit packaging;

Sales packaging

No

ES/GR/PL/PT/
CZ/SK/RO/HU/BG




contains and
protects the
packaged product
and carries
product
information.

Label for paper
box

Provides product
identification,
traceability and
required labelling
information.

ES/GR/PL/PT/
CZ/SK/RO/HU/BG

Label for paper
box with UDI

Provides product
identi-fication,
traceability and
required labelling
in-formation.

ES/GR/PL/PT/
CZ/SK/RO/HU/BG

Group
packaging box

Groups packaged
units and protects
them during
storage, handling
and transport.

Group packaging

No

ES/GR/PL/PT/
CZ/SK/RO/HU/BG

Label for group
packaging box

Provides product
identi-fication,
traceability and
required labelling
in-formation.

No

ES/GR/PL/PT/
CZ/SK/RO/HU/BG

Transport
carton

Groups packaged
units and protects
them during
storage, handling
and transport.

Transport
packaging

No

ES/GR/PL/PT/
CZ/SK/RO/HU/BG

Label for
transport carton

Provides product
identi-fication,
traceability and
required labelling
in-formation.

No

ES/GR/PL/PT/
CZ/SK/RO/HU/BG

Package leaflet /
instructions for
use

Provides user
information,
instructions for
use, warnings and
precautions.

No

ES/GR/PL/PT/
CZ/SK/RO/HU/BG




Round blue label Indicates finished No ES/GR/PL/PT/
batch CZ/SK/RO/HU/BG

Round green Indicates released No ES/GR/PL/PT/

label batch CZ/SK/RO/HU/BG

Transparent Seals outer Transport No ES/GR/PL/PT/

adhesive sealing  cartons for packaging CZ/SK/RO/HU/BG

tape storage, handling
and transport.

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

Polypropylene Holds carton Transport No ES/GR/PL/PT/

strapping boxes during packaging CZ/SK/RO/HU/BG
transport on
wooden pallet

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

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

product movement

inside the box.

2.2 Variants of Packaging Components

Packaging component Variant

Plastic bellows bottle 1 variant

Secondary packaging 2 sizes: 155 x 120 mm; 140 x 105 mm

Tertiary packaging 1 size: 210 x 140 mm

Paper box 2 sizes: 222 x 153 x 82 mm; 142 x 118 x 82 mm
Label for paper box 1 size: 36 X 70 mm

UDI label for paper box 1 size: 36 < 30 mm

Group packaging carton

2 sizes: 315 x 229 x 342 mm; 241 X 291 x 342 mm

Label for group packaging carton

1 size: 148 x 105 mm




Transport carton

2 sizes: 770 x 390 x 295 mm; 590 x 390 x 388 mm

Label for transport carton

1 size: 148 x 105 mm

Instructions for Use (IFU)

1 format: 50 x 40 mm

Transparent adhesive sealing tape

1 type: width 50 mm

Shrink film

1 type: width 500 mm, thickness 12 um

Strapping band

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




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 Variant Siz  Seconda  Tertiary  Box code Labelon Labelon  Group Label for Transport Label for Package
product e ry packagin the the packaging group carton transport carton  leaflet/
packagin g code paper paper box packaging instructi
g code box box with box ons for
UDI use

60263  Traumastem bellows lg  602632/4  602634/4 mz1124/2 602635/3  602636/3 mz1094/ mz1124/3 mz164 6026310/4 mz1064/
POWDER pouch mz875 4

60264  Traumastem  bellows 28 602642/4  602644/4 mz1124/2 602645/3  602646/3  mz1094/ mz1124/3 mz164 6026410/4 mz1064/
POWDER pouch mz875 4

60265  Traumastem bellows 3g  602652/4  602654/4 mz1124/2 602655/3  602656/3  mz1094/ mz1124/3 mz164 6026510/4 mz1064/
POWDER pouch mz875 4

60266  Traumastem bellows 5g 602662/4  602664/4  mz1124/2 602665/3  602666/3 mz1094/ mz1124/3 mz164 6026610/4 mz1064/
POWDER pouch mz875 4

60112 Traumastem bellows 2g  601122/4  601124/4 mz1124/2 601125/3  601126/3 mz1094/ mz1124/3 mz164 6011210/4 mz1064/
POWDER pouch I mz875 4

60113 Traumastem  bellows lg 6011324 601134/4 mz1124/2 601135/3  601136/3 mz1094/ mz1124/3 mz164 6011310/4 mz1064/
POWDER pouch I mz875 4

60114  Traumastem bellows 3g  601142/4  601144/4 mz1124/2 6011453 601146/3 mz1094/ mz1124/3 mz164 6011410/4 mz1064/
POWDER pouch I mz875 4

60115 Traumastem bellows 5g  601152/4  601154/4 mz1124/2 6011553 601156/3 mz1094/ mz1124/3 mz164 6011510/4 mz1064/
POWDER pouch I mz875 4

60111 Traumastem P bellows 2g 601112/4 x mz1222/1 601115/3  601116/3 mz1194/ mz1222/3 mz164 6011110/4 mz1122/
pouch I 4

60105  Traumastem P bellows lg 601052/4 x mz1222/1 601055/3  601056/3 mz1194/ mz1222/3 mz164 6010510/4 mz1122/
pouch I 4

60106  Traumastem P bellows 3g  601062/4 x mz1222/1 6010653 601066/3 mz1194/ mz1222/3 mz164 6010610/4 mz1122/
pouch I 4

60107 Traumastem P bellows 5g  601072/4 x mz1222/1 6010753 601076/3 mz1194/ mz1222/3 mz164 6010710/4 mz1122/
pouch I 4




3. Description of the Packaging, Its Intended Purpose, Design
Documentation and Material Composition
Traumastem POWDER — Bellows Pouch I Variant

Primary Packaging

Secondary Packaging

Bellows-type bottle containing haemostatic powder.

Bottle material: LDPE + EVA REPSOL PRIMEVA P1340 (polyethylene)
Closure material: LDPE RIBLENE MV 10 R

EVA REPSOL PRIMEVA P1340 (polyethylene)

Remafin White PK6-AE

Sterile pouch containing the bellows bottle filled with haemostatic powder made of
oxidized regenerated cellulose calcium salt.

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 secondary package includes: REF number, product name, product size

batch number (LOT), expiry date UDI — Unit of Use Manufacturer Distributor
(where applicable), artwork code, symbols required for safe use, transport symbols

storage symbols



Tertiary Packaging

Printed paper box

g

x

Traumastem POWDER

(01)18590317601131 60113
= (10)2406042 2406042
<= (17)281016 g 2028-10-16

C€o., wd

BIOSTER, ass
Tejny 621 - 664 71 Veverska Bityska
Czech Republic - www.bioster.eu
60113204

® Q@ & bman [Ta] K " R 5@2‘

The tertiary package consists of a sterile pouch containing the secondary packaged
haemostatic powder.

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 Distributor
(where applicable), artwork code, symbols required for safe use, transport symbols

storage symbols, composition.

Traumastem POWDER 1x 1g

(01)18590317601131 60113
o (10)2406042 LOT| 2406042
(1TRB1HE o] 2024-05-04 5 2028-10-16

(EN) Sterile resorbable haemostatic powder/ Hydrogencalcium salt of oxidized cellulose (ES) Agente
hemostatico en poivo reabsorbible esteril/ Sal calcica hidrogenada de celulosa oxidada (TR) Steril tekrar
emilebilir hemostatik toz/ Oksitlenmis seldlozun hidrojenkalsiyum tuzu (UK) MopOwWOK remoCTaTMyHmA
CTEPUNLHAA, O POCMOKTYETLCA/ MApOreH-KanbLyiesa Cink okMCneHoi emionoan (PL) Steryiny wchianialny
hemostatyczny proszek/ Wodorosdl wapniowa utienionej celulozy (PT) Po hemostatico absorvivel estéril/

Sal hidrogenado de caicio da celulose oxidada (GR) ipwpEv N Qi i oxowy
AAag ubpoyovou Tou aoPecTiou amd ofeidbwpévn kuttapivn (DE) Steriles, resorbierbares hamostatisches
Pulver/ Calcium-C: (CZ) Sterilni vstfe y y prasek/ 4 a sl
oxidované celuldzy (SK) Sterilny y j prasok/ 3 sol oxidovanej

celulozy (HU) Steril, felszivdd vérzéscsillapito por/ Oxidalt celluloz hidrogén-kaicium séja (RO) Pudra
sterila Sare de calciu a celulozei oxidate (BG) CTepunes pesopGupyem

XeMOCTaTHueH npax/ XHApOreHKanuueea Con Ha oKMCNexa uenynosa

(ARA) s 3all Sl Do pondl€ s ot e [l i) yolstadl LBy pie 5o

61023 d

BIOSTER, as.

Tejny 621 - 664 71 Veverska BitySka
Czech Republic - www bioster eu
601134/4

© @ @l & £ .4" X ¥

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

Artwork for all cartons is included in:

Chapter 5 — Packaging Materials, Labelling and Validation

Contents of one sales package: 5 bellows bottles




Label for the Paper
Box

UDI Label for the
Paper Box

Group Packaging
Carton

Group Packaging La-
bel

Instructions for Use (IFU)

POWDER POWDER

POWDER 4 POWDER

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

Lot 2302161/1
2 2027-02-16
601155/3
5x 59
60115
REF number

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

e N

(01)28590317601121
(10)2010121H/1
(17)241012

601126/3 )

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

The label contains: REF number, product name, product size, quantity, batch num-
ber, expiry date, UDI — Group Package, product description, manufacturer, distribu-
tor (where applicable), artwork code, symbols for safe use, transport symbols
storage symbols

10



Traumastem POWDER 40 x 19

(01)385%317601135 REF 60113

: (10)2402082 Lot 2402082
Mo, (17)281016 & 2028-10-16
(N, Sterte wscrtatie Nasmostatc W«mmdmm&&wmwmmmum
Mwmm.mwwwm sekicnun hropekasyam A2y (UC) Nopoue evectatmenst
TG, ) POXMOLTHE T (PO G GO0 oo (PL) Sweyiry WaS0msdl wagnoes
Wlencne cekdczy (PT) P hemostitico abecrvivel estérl Sal hdmgenado de CHCO 83 Cebose Cxdada (GR) ATOTY guptvn ROREORTNA GLOTYTNG
Cuowy A Wpovtvas Y a0fITO ™0 olpdudv emapve (OF) (=]
Swiei etk Mydrogeneigenath s cudowand Cebkey (SK) Steriny vitrebatelny hemostatky pridch/ Hydogenvipenstd 1ol
mqmmxnnmmwpm Nouee-acum s (RO) Puda hemostancs s resordiddy’ Sare

vax
ARA) syl ol o »-Swml& é) ) ol X Uy e 32

C€...s wl

BIOSTER  as.

Tejny 621 - 664 71 Veverska Bityska
Czech Republic - www.bioster.eu
601138/4

CIRICE e e 3

Material: Corrugated paper

P— carton

590x390x388 | ./ 0x390x

TG 295 mm

= mz875

<3 pcs
Trau- : = e

< =

mastem | =2 PO SUP | PP

POWDER | P& o

Transport carton




Where shipment requires an additional transport carton, the appropriate transport la-
bel shall be applied. The label contains: REF number, product name, product size,

batch number, expiry date, product description, manufacturer, distributor (where ap-
plicable), artwork code, symbols for safe handling, transport symbols, storage sym-

bols

Traumastem POWDER 100 x 3g
REF| 60114
LoT| 2302161/1

9 2027-02-1
Transport Carton = 027:02-16
(EN) Stesile resorbable haemostatic powder/ Hydrogencalcium saltof oxidized celluose (ES) Agente hemostatico en polvo reabsorbible estesil Sal calcica
L b l hidrogenada de celulosa oxidada (TR) Sterl tekrar emilebilir hemostatik toz/ Oksitlenmis selilozun tuzu (UK) Mopouwox "
ape Crepunesh, O POSCUOKTYETLCH M{ApOreskKanLiesa cins oxucnewoi Lemoncau (PL) Steryiny wehlanialny hemostatyczny proszek! Wodorosdl wapniowa

utienionej celulozy (PT) Po hemostatico absorvivel estérl Sal hidrogenado de caicio da celulose oxidada (GR) ATooTz puyévn aTIoppogAaILN ooTaTK
oxovy Akag uBpoyévou Tou aoBeariou amb ofeiGuitvn Kuapivn (DE) Steries, Pulver/ Caici ()
Sterilni vstrebatelny hemostaticky prasek Hydrogenvépenata sul oridované celulézy (SK) Sterilny vstrebateiny hemostaticky prasok/ Hydrogenvapenata sol

oxidovanej celuldzy (HU) Steri, felszivodo vérzéscsilapito por/ Oxidalt celluioz hidrogén-kaicium sdja (RO) Pudra hemostatica steril resorbabila/ Sare
8 i

(BG) Crepy
(ARR) 3uS30ll 5Ll o p3udlS 25 3 o [l B9l yoloiaX) s pino §33ma

c€1023 d

BIOSTER, ass.

Tejny 621 - 664 71 Veverska Bityska
Czech Republic - www.bioster.eu
6011410/4

Q@R+ " ¥ X

Material: Paper

Round blue label
Round green label

Traumastem POWDER - varianta bellows pouch

Primary Packaging Lahvicka harmonikového tvaru obsahujici hemostaticky prasek.

Slozeni lahvicky: LDPE PURELL PE 1840 H + EVA (polyethylene)
Slozeni uzavéru: HDPE Pharmalene MP 90 PH

12



Secondary Packag-
ing

Tertiary Packaging

Sterile pouch containing the bellows bottle filled with haemostatic powder made of
oxidized regenerated cellulose calcium salt.

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 secondary package includes: REF number, product name, product size

batch number (LOT), expiry date UDI — Unit of Use Manufacturer Distributor
(where applicable), artwork code, symbols required for safe use, transport symbols

storage symbols

Traumastem POWDER

w i

X

19
60263
oT 2406042

(01)18590317602633
(10)2406042
(17)281016

| Melr

2028-10-16

C€1023 “

BIOSTER, as.

Tejny 621 - 664 71 Veverska BitySka

Czech Republic - www.bioster.eu
602632/4

©OQ =B F £ I W

The tertiary package consists of a sterile pouch containing the secondary packaged
haemostatic powder.

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

13



Printed paper box

Label for the Paper
Box

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

batch number (LOT), expiry date UDI — Unit of Use Manufacturer Distributor
(where applicable), artwork code, symbols required for safe use, transport symbols

storage symbols, composition.

Traumastem POWDER x 1g
[upi] (01)18590317602633 60263

(10)2406042 LoT) 2406042
- (17)281016 &] 2024-06-04 g 2028-10-16
(EN) Sterile jum salt of oxidized cellulose (ES) Agente

hemostatico en polvo reabsorbible estenll Sal wwu hidrogenada de celulosa oxidada (TR) Steril tekrar
emilebilir hemostatik toz/ Oksmennus selilozun hidrojenkalsiyum tuzu (UK) Mopowok remoctatwswit
CTepUnbHMA, WO poacmokTyeTbest [apores-kanbuyiesa cinb okuenexoi yenionoan (PL) Steryiny wehianialny
hemostatyczny proszek/ Wodorosdl wapniowa utlenionej celulozy (PT) Po hemostatico absorvivel estéril/
Sal hdngu\adodewuodacdwoseoxtdada (GR) A ooy
Ahag Tou e 1Buwpé xunupfvn (DE) SMas resorbierbares hamostatisches
Pulver/ Calcium- Carboxyceﬂuiose (C2) Sterini prasek/ t sil
oxidované celuldzy (SK) Sterilny y prasok/ sol

celulozy 1HU) Steril, leiszwédo vezeswilaplto por/ Oxidalt celluléz hidrogén-kalcium soja (RO) Pudra

sterila de calciua oeIquzen oxidate (BG) Crepunex pesopbupyem

XEMOCTaTH4eH N XWWW CON Ha OKuCneHa yeny
(ARA) 2uS3all 53l (o p3dlS w3 28 2o /ity 3l SBg) vaLm)U B3 o 3330

€ il

BIOSTER, as.

Tejny 621 - 664 71 Veverska Bityska

© Czech Republic - www.bioster.eu
602634/5

OO = # +./ % ¥,

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

Artwork for all cartons is included in:

Chapter 5 — Packaging Materials, Labelling and Validation
Contents of one sales package: 5 bellows bottles
Instructions for Use (IFU)

POWDER

POWDER
( 1

T e @

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

14



UDI Label for the
Paper Box

Group Packaging
Carton

Group Packaging
Label

LoT 2302161/1
T 2027-02-16

602665/3
5x 59

60266

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

(01)28590317602647
(10)2205111/1
(17)260511

602646/3

The group packaging carton together with the corresponding group packa-
ging label constitutes the group packaging unit containing a predefined nu-
mber of sales units.

The label contains: REF number, product name, product size, quantity, batch num-
ber, expiry date, UDI — Group Package, product description, manufacturer, distribu-
tor (where applicable), artwork code, symbols for safe use, transport symbols
storage symbols

Traumastem POWDER 40 x 19
T (01)38590317602637 [REF 60263

% (10)2402082 [tor 2402082
[mo) (17)281016 & 2028-10-16

yaogercakam sat

Krcpes 2 oo Yo

CE'OIZ d

BIOSTER, as

Tejny 621 - 664 71 Veverska BitySka
Czech Republic - www bioster.eu
602638/4

® Q@ e=m[LE X+ I

15



Transport carton 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, manu-
facturer, distributor (where applicable), artwork code, symbols for safe han-
dling, transport symbols, storage symbols.

Traumastem POWDER 100 x 3g
60265
LoT] 2302161/1
2 2027-02-16

resarbable haemostatic powder! Hydrogencaicium saltof oxidzed celluose (ES) Agente hemostatico en polvo reabsarbible esteril Sal calcica
mmaemnosammm)wm ‘emilebilir hemostatk toz/ Oksifnmis seliiozun hidrojenkaisiyum tuzu (UK) Mlopowo resocTams
Crepuni, O poscuOKTYETsC Apores-KansLicea G ORACEHoi Lenonas (PL) Steryiny wehianialny hemostatyczny proszek/ Wodorosol wapniowa
ke ohkey (P) Pt bl st sl Sl ot de clicndaclicns e (GR) Ao cpoosiosn eome)

Sterilni vsirebatelny hemostaticky prasek/ Hydrogenvapenaté sul oxidované celulozy (sx)smmverymm prawuyaog«\mmsa
oudowane ceizy (HU) Ste, felsivods vraiscsilaps pr O cellz hidogérkacum sja (RO) Pucka hemostaica teia

(ARA) s-S3all ssbll o m—J‘S 023,58 o 3l B ol s o 33

c€1023 d

BIOSTER, ass.

Tejny 621 - 664 71 Veverska Bityska
Czech Republic - www.bioster.eu
6026510/4

® Qe[ K+ f~ K

Transport Carton Material : Corrugated paper

Label
carton 590x390x388 carton 770x390x 295 mm
mz164 mz875
< 2 pcs shipping boxes <3 pes sh1p§)71151g boxes mz
Maximum 15 cartons per pallet, 3 cartons per level
Example of pallet storage.
Material: Paper
Round blue label

Round green label

16



Traumastem P

Primary Packaging

Secondary Packag-
ing

Bellows-type bottle containing haemostatic powder.

Bottle material: LDPE + EVA REPSOL PRIMEVA P1340 (polyethylene)
Closure material: LDPE RIBLENE MV 10 R

EVA REPSOL PRIMEVA P1340 (polyethylene)

Remafin White PK6-AE

Sterile pouch containing the bellows bottle filled with haemostatic powder made of
oxidized regenerated cellulose calcium salt.

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 secondary package includes: REF number, product name, product size

batch number (LOT), expiry date UDI — Unit of Use Manufacturer Distributor
(where applicable), artwork code, symbols required for safe use, transport symbols

storage symbols

17



Tertiary Packaging
Printed paper box

Label for the Paper

Box

Traumastem P 1x 19

(01)18590317601056 60105
:  (10)2406042 LoT 2406042
(17)281016 o] 2024-06-04 L] 2028-10-16

(EN) Sterile resorbable haemostatic powder/ Hydrogencalcium salt of oxidized cellulose (ES) Agente hemostatico
en polvo reabsorbible esteril Sal calcica hidrogenada de celulosa oxidada (TR) Steril tekla! emilebilir hemostauk
toz/ Oksitlenmis selilozun hidrojenkalsiyum tuzu (UK) Mopowok wo

Tapores-xansuieea cine omcnexoi uenionosn (PL) Steryiny wehianialny hemostatyczny proszek/ Wodorosol
wapniowa utlenionej wulozy (PT) P6 hemostatico absorvivel estéril/ Sal hidrogenado de calcio da celulose

oxidada (GR) oxévn/ Akag Tou aoPeariou amd o{n&wtvn
xurrapivn (DE) Steriles, i a Pulver/ Calcium-C: (CZ) Sterilni
hemostaticky prasek/ Hydrogenvapenata sl oxidované celulézy (SK) Sterilny vstrebatelny hemostaticky praSok/
Hydrogenvapenata sol oxidovanej celulozy (HU) Steril, felszivodo vérzéscsillapitd por/ Oxidalt celluloz
hidrogén-kalcium séja (RO) Pudra i heﬂ Sare hi de calciu a celulozei oxidate
(BG) Crepunen CON Ha OKMCNEHa Lenynosa

(ARA) 3S3all 5sLldl o p3udS w9 52 2o l\-wll gl Lol s pas G3ouo

c€1023 u

BIOSTER, as.

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

601052/5

Q=[N K+ "B X

A

None

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

Artwork for all cartons is included in:

Chapter 5 — Packaging Materials, Labelling and Validation

Contents of one sales package: 5 bellows bottles

Instructions for Use (IFU)

Steile resorbable haemostatc powder

B vistasy

HAEMOSTATS

Snimek obrazovh
Automaticky ulo

Each paper carton carries a label including: Batch number, expiry date, artwork code,

LOT 23021611
td 2027-02-16
601075/3
5x 5g
60107
quantity per box
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UDI Label for the
Paper Box

Group Packaging
Carton

Group Packaging
Label

Transport carton

Each paper carton additionally carries a UDI label containing: UDI symbol, GS1 Da-

taMatrix, GTIN-14, application identifiers, batch number, expiry date, artwork code

Ve

)

(01)28590317601053
(102010121H/1
(17)241012

601056/3J

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

Etiketa obsahuje: REF, nazev vyrobku, rozmér, pocet kusi ve skupinovém baleni,
Cislo Sarze, expiraci, UDI — skupinové baleni, popis, vyrobce, distributor (pokud je
urcen), kdd potisku, symboly pro spravné pouziti, transport a skladovani.

Traumastem P 80 x 1g
[upi] (01)38590317601050 REF 60105
: (10)2402082 Lot 2402082
(o] (17)281016 w 2028-10-16
(EN) Sterile resorbable haemostatic mmsadammmtwmnm poivo reabsorbible esterl Sal calcica
umumﬂy&mmmmwwo&m hidrojenkaisiyum tzu (UK) Mopowox rewocTamimesst
140 po3CMOKTYETLCR! Mapores-Kansuiesa cine owxneHol uenonosu (PL) Steryiny wehianialny proszek/ Wodorosdl wapniowa

wemceuquPT)Pummwws&macﬁw&mmmﬂummwwmamm
uBpoyovou Tou aofeotiov amé ofpduwyévn kurapivn (DE) Steries, Pulver C: €2

Mmmmmwmwsu WKSK)MMWMWWW

oxdovanej cekuizy (HU) Ster, feiszivodo vérzsscsilapitd por/ Oxidt celicz hidrogén-caicium 5 (RO) Pudra hemostatica sterla resorbabial Sare

roge epun
(ARA) >-S3all S3blll (o p3ud 2558 gl Iy 3l By pol ool Ly pine 52

c€|023 u

BIOSTER, ass.

Tejny 621 - 664 71 Veverska Bityska
Czech Republic - www.bioster.eu
601058/4

Q=X+ I &

Material: Corrugated paper, size: 590x390x388
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Transport Carton
Label

Round blue label
Round green label

Where shipment requires an additional transport carton, the appropriate transport la-

bel shall be applied. The label contains: REF number, product name, product size,
batch number, expiry date, product description, manufacturer, distributor (where ap-
plicable), artwork code, symbols for safe handling, transport symbols, storage sym-

bols

Traumastem P 100 x 3g

60106
o 2302161/1
g 2027-02-16

(EN) Sterile resorbable haemostatic powder/ Hydrogencalcium salt of oxidized cellulose (ES) Agente hemostatico en polvo reabsorbible estesil/ Sal calcica
Tidrogenada de cellosa oxidada (TR) Sterl tekzar emilebilc hemosta toz/ Oksitlenmis sellozun hidrojenkalsiyum tuzu (UK) Mopowox remocrammt
Crpuruin, o prcucenyeTc Tparsianuins cin cucres yenoncw (PL) ey wchinily bemossycny proseek] Wotrosl wapriows
utienionej celulozy (PT) P6 hemostatico absorvivel estéril/ Sal hidrogenado aoorank
oxévy Akag uBpoyovou Tou aofeatiou amd ofeiBupévn Kuapivn (DE) Steres, Pulver/ Cali (€2)
Sterilni vstrebatelnj hemostatiky prések! Hydrogenvépenata sul oxidované celuldzy (SK) Steriny vstrebateiny hemostaticky présok! Hydrogenvapenata sol
oidovanej celulozy (HU) sml felszivodo vérzéscsillapto por/ Oridslt celuléz hidrogén-kaicium scja (RO) Pudra hemostatica sterla resorbabilal Sare

CEIOZS “

BIOSTER, a.s.

Tejny 621 - 664 71 Veverska Bityska
Czech Republic - www.bioster.eu
6010610/4

® Q@ eE=m [l X+ I K

pax/
(ARA) sS3all »l-l-'l » ,,..Jts 023,38 alo 18l Byl jolaio) Ly e G55

Material: Paper
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4. Material Composition

4.1 Materials Used

Traumastem POWDER - variant bellows pouch and bellows pouch I

Name of the Packaging Composition Producer
packaging description
Plastic bellows bottle  Polythylene bottle Material: LDPE Lameplast
PURELL PE 1840 H +
EVA (polyethylene +
ethylenvinylacetat)
SloZeni uzéavéru:
HDPE Pharmalene MP
90 PH
Thermal transfer Printing consumable TFP Universal a.s.
ribbon used to print variable Polyester
information on labels
or packaging.
Secondary packaging PA/PE vacuum PA/PE 3090: Vepak, s.r.0.
packaging film polyamid, polyethylen
MEDIFLEX typ Amcor
ARHA: papir,
adhesivum, Rayopeel
Y/R1
Tertiary packaging PA/PE vacuum packa- PA/PE 3090: Vepak, s.r.0.
ging film polyamid, polyethylen
MEDIFLEX typ
ARHA: papir, Amcor
adhesivum, Rayopeel
Y/R1
Attachment label Sticker card Paper Rayfilm s.r.o.
Paper box Printed folded box Paper Polygra, a.s.
Label for paper box  Self-adhesive label Polyester Rayfilm s.r.o.
Label for paper box Self-adhesive label. Polyester Rayfilm s.r.o.
with UDI
Group packaging Corrugated transport Paper Probas, s.1.0.
carton carton
Label for group Self-adhesive label Paper Rayfilm s.r.o.

packaging carton
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Transport carton Corrugated transport Paper Probas, s.r.0.
carton
Label for transport Self-adhesive label Paper Rayfilm s.r.o.
carton
Package leaflet / Provides user Paper Polygra, a.s.
instructions for use information,
instructions for use,
warnings and
precautions.
Gamma irradiation Indicates exposure of ~ Paper Etigam BV
indicator label the package or batch to
gamma irradiation
during sterilization.
Transparent adhesive Seals outer cartons for  Polypropylene Europapier
sealing tape storage, handling and
transport.
Round blue label Indicates finished Paper Rayfilm s.r.o.
batch
Round green label Indicates released Paper Rayfilm s.r.o.
batch
Shrink wrap Protects carton boxes Transport packaging Europapier
during transport.
Binding strap Holds carton boxes Transport packaging Europapier
during transport on
wooden pallet
Traumastem P
Name of the Packaging Composition Producer
packaging description
Plastic bellows bottle  Polythylene bottle Material: LDPE Lameplast
PURELL PE 1840 H +
EVA (polyethylene +
ethylenvinylacetat)
Slozeni uzavéru:
HDPE Pharmalene MP
90 PH
Thermal transfer Printing consumable TFP Universal a.s.
ribbon used to print variable Polyester
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information on labels

or packaging.
Secondary packaging PA/PE vacuum PA/PE 3090: Vepak, s.r.o.
packaging film polyamid, polyethylen
MEDIFLEX typ Amcor
ARHA: papir,
adhesivum, Rayopeel
Y/R1
Attachment label Sticker card Paper Rayfilm s.r.o.
Paper box Printed folded box Paper Polygra, a.s.
Label for paper box Self-adhesive label Polyester Rayfilm s.r.o.
Label for paper box  Self-adhesive label. Polyester Rayfilm s.r.o.
with UDI
Group packaging Corrugated transport Paper Probas, s.r.0.
carton carton
Label for group Self-adhesive label Paper Rayfilm s.r.o.
packaging carton
Transport carton Corrugated transport Paper Probas, s.r.0.
carton
Label for transport Self-adhesive label Paper Rayfilm s.r.o.
carton
Package leaflet / Provides user Paper Polygra, a.s.
instructions for use information,
instructions for use,
warnings and
precautions.
Gamma irradiation Indicates exposure of ~ Paper Etigam BV
indicator label the package or batch to
gamma irradiation
during sterilization.
Transparent adhesive Seals outer cartons for  Polypropylene Europapier
sealing tape storage, handling and
transport.
Round blue label Indicates finished Paper Rayfilm s.r.o.
batch
Round green label Indicates released Paper Rayfilm s.r.o.
batch
Shrink wrap Protects carton boxes Transport packaging Europapier

during transport.
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Holds carton boxes
during transport on
wooden pallet

Binding strap Transport packaging Europapier

Material specifications and supplier certificates are included in the Annexes.

4.2 Material Composition by Packaging Configuration

Traumastem POWDER - variant bellows pouch

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

packaging packaging packaging per 1 material in %
pcg

Plastic bellows 8,1 8,10 10,46 0

bottle

Thermal transfer 0

ribbon

Secondary 4.2 4,20 5,42 0

packaging

Tertiary 7,5 7,50 9,69 0

packaging

Paper box 78 15,60 20,15 0

Label for paper 0,2 0,04 0,05 0

box

Label for paper 0,1 0,02 0,03 0

box with UDI

Group packaging 235 14,69 18,97 70

carton

Label for group 1,3 0,08 0,10 0

packaging carton

Transport carton 846 26,44 34,14 70

Label for 1,3 0,04 0,05 0

transport carton

Package leaflet/ 3,6 0,72 0,93 0

instructions for

use

Gamma 0,01 0,00 0,00 0
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irradiation
indicator label

Transparent variable variable variable 0

adhesive sealing

tape

Round blue label 0,01 0,00 0,00 0

Round green 0,01 0,00 0,00 0

label

Shrink wrap variable variable variable 0

Binding strap variable variable variable 0
Traumastem POWDER - variant bellows pouch I

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

packaging packaging packaging per 1 material in %

pcg

Plastic bellows 5,9 5,90 7,84 0

bottle

Thermal transfer 0 0

ribbon

Secondary 42 4,20 5,58 0

packaging

Tertiary 7,5 7,50 9,97 0

packaging

Paper box 78 15,60 20,74 0

Label for paper 0,2 0,04 0,05 0

box

Label for paper 0,1 0,02 0,03 0

box with UDI

Group packaging 235 14,69 19,52 70

carton

Label for group 1,3 0,08 0,11 0

packaging carton

Transport carton 846 26,44 35,14 70

Label for 1,3 0,04 0,05 0

transport carton

Package leaflet/ 3,6 0,72 0,96 0

instructions for

use

Gamma 0,01 0,00 0,00 0

irradiation
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indicator label

Transparent variable variable variable 0

adhesive sealing

tape

Round blue label 0,01 0,00 0,00 0

Round green 0,01 0,00 0,00 0

label

Shrink wrap variable variable variable 0

Binding strap variable variable variable 0
Traumastem P

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

packaging packaging packaging per 1 material in %

pcg

Plastic bellows 5.9 5,90 10,07 0

bottle

Thermal transfer 0

ribbon

Secondary 3,8 3,80 6,49 0

packaging

Tertiary -

packaging

Paper box 45 9,00 15,37 0

Label for paper 0,2 0,04 0,07 0

box

Label for paper 0,1 0,02 0,03 0

box with UDI

Group packaging 240 15,00 25,61 70

carton

Label for group 1,3 0,08 0,14 0

packaging carton

Transport carton 767 23,97 40,92 70

Label for 1,3 0,04 0,07 0

transport carton

Package leaflet/ 3,6 0,72 1,23 0

instructions for

use

Gamma 0,01 0,00 0,00 0

irradiation

indicator label
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Transparent variable variable variable 0
adhesive sealing

tape
Round blue label 0,01 0,00 0,00 0
Round green 0,01 0,00 0,00 0
label
Shrink wrap variable variable variable 0
Binding strap variable variable variable 0

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.

S. Manufacturing Information
5.1 Manufacturing Process

The haemostatic powder is filled into the bellows bottles using a DOS MIKRO dosing machine and a
powder screw feeder. The filled bottles are closed using a push-on cap.

The bottles are packed into the secondary packaging using a packaging machine. The machine operator
selects the appropriate print layout from the machine memory, installs the forming dies, sealing dies
and depth-adjustment inserts, and starts the machine.

The operators place the filled bottle, the applicator and the folded Instructions for Use into the packag-
ing machine. For the Bellows Pouch I variants, the applicator is not inserted.

The Traumastem POWDER Bellows Pouch I and Traumastem POWDER Bellows Pouch variants are
subsequently packed into tertiary packaging. The machine operator selects the tertiary packaging print
layout from the machine memory, installs the forming dies, sealing dies and depth-adjustment inserts,
and starts the machine. The operators place the products already packed in the secondary packaging
into the packaging machine.
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Products packed in secondary or tertiary packaging are placed into paper cartons in quantities of five
units. The cartons are then labelled.

The cartons are packed into group packaging cartons.

The group packaging cartons are placed into shipping cartons, sealed with PVC adhesive tape and
stacked on EUR or standard pallets in several layers. If the shipping cartons are not completely filled,
the empty space is filled with cushioning material (bubble wrap or paper). Each shipping carton is

1dentified with an identification label.

5.2 Production Control

The operators inspect the products packed in secondary and tertiary 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.

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
shall progressively
achieve the re-
quired recyclability

contact-sensitive
packaging used for
medical devices un-
der the MDR or
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performance
grades.

IVDs under the
IVDR (Article

6(11)(b),(c)).

Recycled
content in
plastic

Plastic packaging
shall contain the
prescribed propor-
tion of post-con-
sumer recycled
plastic. From 2030,
depending on the
category, this
ranges from 10—
35%; from 2040,
from 25-65%.

Does not apply to
contact-sensitive
plastic packaging
used for MDR medi-
cal devices, includ-
ing devices intended
exclusively for in-

vestigation and clini-

cal investigation de-
vices, nor to IVDs
(Article 7(4)(b),(c)).

Yes, for group
and transport
packaging

Applicable from 1
January 2030

Composta-
bility

Tea bags, coffee
pods and similar
applications, and
adhesive labels at-
tached to fruit and
vegetables, shall be
industrially com-
postable. Other bi-
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
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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
MDR/IVDR label-
ling requirements
(Article 12(11)).

— Yes

The packaging bears
the address of the
packaging manufac-
turer.

Conformity
assessment
and reten-
tion of docu-
mentation

Custom-made
transport packaging
for configurable
medical devices
and systems in-
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)).

— Yes

All products are sup-
plied in single-use
packaging. Docu-
mentation is retained
for five years.
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7.2 Environmental Claims

No environmental claims are used on the packaging.

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.

8. Risk Assessment
8.1 Risk Assessment Method

Probability of Occurrence
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Value

Description
Low — non-compliance is unlikely and is effectively controlled.
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

Value
1
2

3

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

Medium — corrective action, modification of the documentation or packaging is required.

High — prohibition of placing the packaging on the market, product recall, regulatory ac-
tion, 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

1-2
34
6-9

Risk Classification

Low risk
Medium risk

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:

Substances contained in packaging — Article 5 PPWR

Recyclability — Article 6 PPWR

Minimum recycled plastic content — Article 7 PPWR

Compostability — Article 9 PPWR

Minimisation of packaging weight and volume — Article 10 and Annex IV PPWR
Reusable packaging — Articles 11, 26 and 29 PPWR

Packaging labelling — Article 12 PPWR

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 S PPWR

Identified Hazard

The packaging or its components may contain:

e lead;
e cadmium;
e mercury;

¢ hexavalent chromium;
e other substances of concern;
o 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 — pri- Yes 2 3 6 High before implemen-
mary, secondary and tertiary tation of control
packaging measures
Paper box Yes 2 2 4 Medium
Group and transport packaging Yes 1 2 2 Low
PFAS limit applicable to food-  No, where the packaging 1 1 1 Specific limit not appli-
contact packaging is not intended for food cable

contact

Evidence for Verification

o material specifications for all packaging layers;

o 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;
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o laboratory analysis where supplier declarations are insufficient or increased risk has been iden-
tified;

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

Risk Control Measures

1. 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.

2. Current material specifications and declarations regarding chemical composition are main-
tained for each material.

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

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

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

6. 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 medi-
cal 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:

e identification of the material during sorting;

e separation of individual layers;

o 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.
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This typically includes:

o 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 — pri- Requirement of Article 6 1 3 3 Medium - risk of incor-
mary, secondary and tertiary  exempt pursuant to Article rect application of the
packaging 6(11)(b) exemption

Paper box Yes 12 2 Low

Group packaging Yes 1 2 2 Low

Transport packaging Yes 12 2 Low

Evidence for Verification
For the sterile barrier system:

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

For all other packaging:

e detailed material composition;

e mass fraction of individual materials;

o identification of integrated and separable components;

e assessment of compatibility with sorting and recycling processes;

o supplier declaration regarding recyclability;

o recyclability test reports, where available;

o assessment of the effects of labels, adhesives, printing inks, varnishes, coatings and barrier lay-
ers.

Risk Control Measures

1. The sterile barrier system is clearly identified in the technical documentation as contact-sensi-
tive packaging for a medical device.

2. TItis documented that the multilayer construction is necessary to ensure:

maintenance of the sterile barrier;

mechanical protection;

the required permeability to the sterilising agent;

protection against moisture and oxygen;

o O O O
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seal strength;

microbial barrier performance;

aseptic opening;

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.

4. Secondary, group and transport packaging are designed, wherever possible, as monomaterial
structures or easily separable material combinations.

5. Only labels, adhesives, varnishes and printing inks that do not significantly impair recyclability
are used on paper and paperboard packaging.

6. Recyclability is reassessed whenever there is a change in material, packaging design, label, ad-
hesive, coating or supplier.

o O O O

[98)

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 de-
vice 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

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 — pri- Exemption pursuant to 1 3 3 Medium —risk of in-
mary, secondary and tertiary Article 7(4)(b) correct classification
packaging

Paper box Yes 1 2 2 Medium

Group packaging Yes 1 2 2 Low

Transport packaging Yes 1 2 2 Low
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Evidence for Verification

o supplier declaration regarding material composition;

o determination whether the packaging meets the definition of contact-sensitive packaging;
o supplier information regarding the proportion of post-consumer recycled content;

e calculations and records of recycled content for packaging not covered by the exemption.

Risk Control Measures

1. The exemption under Article 7(4)(b) is documented for the sterile barrier system.
2. It is documented that the use of recycled plastic could affect:
material purity;
consistency of material properties;
microbial barrier performance;
sealability;
seal strength and integrity;
extractables and leachables;
sterilisation compatibility;
biocompatibility or toxicological profile;
o stability throughout the shelf life.
3. For plastic transport and group packaging, suppliers are required to provide information on the
recycled-content percentage and the calculation method used.

0O O O O 0 O O O

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 appli-

cable 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 Regula-
tion (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.

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:

e does not meet the requirements for industrial composting;
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e isnot suitable for home composting;
e contains non-compostable layers; or
e contaminates biological waste streams or material recycling streams.

Risk Assessment

Packaging under assessment Relevance P S R Evaluation

Sterile barrier system — pri- No 1 1 1 Notapplicable

mary, secondary and tertiary

packaging

Paper box 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
o packaging specifications;
o approved packaging texts and symbols;
e artwork documentation;

e marketing claims;
e instructions for disposal.

Risk Control Measures
1. No claims such as "compostable", "biodegradable', or similar statements are used unless
supported by appropriate evidence.
2. The packaging is not marked with symbols intended for biological waste.
3. 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 func-
tion. Typical risk factors include:

e unnecessary packaging layers;

o excessive film thickness;

e oversized cartons;

e double walls;

o false bottoms;

e unnecessary inserts;

o 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, hy-
giene, product protection, legal requirements and maintenance of sterility are explicitly recog-
nised as legitimate functional criteria under Annex IV.

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

Evidence for Verification

o dimensional drawings of the packaging;

o weight of each packaging layer;

o total packaging weight;

o dimensions of the product and packaging;

e calculation of the packaging-to-product ratio;

o validation reports for the sterile barrier system;

o seal strength and integrity test reports;

o transport and distribution test reports;

o sterilisation validation studies;

e accelerated and real-time ageing studies;

o assessment of the space required for MDR labelling;

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

Risk Control Measures
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1. Each layer of the sterile barrier system has a documented function, including:
microbial barrier;
permeability to the sterilisation medium;
moisture protection;
mechanical protection;
sealing layer;
support for aseptic opening;
resistance to sterilisation;
stability throughout the declared shelf life.
2. Any further reduction in thickness, dimensions or number of packaging layers is considered
unacceptable where it could result in:
o loss of package integrity;

0O O O O 0 O O O

o reduced seal strength;

o transport damage;

o loss of sterility;

o impaired aseptic opening;

o insufficient readability of mandatory labelling;

non-compliance with the MDR or applicable harmonised standards.

3. For the secondary packaging, the space required for mandatory information, including UDI,
sterilisation information, batch number, expiry date and other required markings, has been as-
sessed.

4. For group and transport packaging, the number of packaged units per carton, palletisation and
utilisation of transport space are optimised.

5. The packaging design is reviewed whenever a new product is introduced or whenever signifi-
cant 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 repre-
sent 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

40



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 with-
out a new validated packaging and sterilisation process.

Risk Assessment
Packaging under assessment Relevance P S R Evalua-
tion
Sterile barrier system — pri- No I 1 1 Not ap-
mary, secondary and tertiary plicable
packaging
Paper box No I 1 1 Not ap-
plicable
Group packaging Potentially applicable de- 2 2 4 Medium
pending on the packaging
format and distribution
model
Transport packaging Potentially applicable de- 2 2 4 Medium

pending on the packaging
format and distribution
model

Evidence for Verification

packaging specifications and intended purpose;

packaging texts and labelling;

marketing claims;

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
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"Article 11 PPWR is not applicable to the sterile barrier system because the packaging is neither de-
signed, placed on the market nor labelled as reusable. Opening the packaging irreversibly compro-
mises 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;

e Dbe labelled in accordance with technical rules that have not yet entered into force;

e contain incomplete labelling;

e contain labelling that conflicts with the MDR;

o include misleading claims regarding recyclability, compostability or recycled content; or

e 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 Ar-
ticle 12(1), i.e. 12 August 2028, or 24 months after the entry into force of the relevant implement-
ing 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:

o immediate packaging means packaging that is in direct contact with the medical device;
e outer packaging means the sales packaging of the medical device.

Risk Assessment

Packaging under assessment Relevance P S R Evaluation
Sterile barrier system — pri- No — exemption applies 1 1 1 Not applica-
mary, secondary and tertiary ble
packaging

Paper box Labelling required under 2 1 2 Low

Article 15(11)
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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

e approved artwork documentation;

o list of mandatory MDR information;

o dimensional assessment of available labelling space;
e current implementing acts and harmonised symbols;
e review of environmental marketing claims;

e 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

"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
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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 rele-
vant implementing act, whichever is later.

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

Risk Assessment

Packaging under assessment Relevance P S R Evalua-
tion

Sterile barrier system — pri- Yes 1 2 2 Low

mary, secondary and tertiary

packaging

Paper box 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

1.

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

2. The number of sales units per shipping carton shall be optimised to minimise unused internal

volume.
3. Cushioning materials shall only be used where necessary to prevent damage during transport.
4. The dimensions of shipping cartons shall be reviewed whenever the product dimensions, pack-
aging configuration or transport conditions change.
5. Compliance with the maximum permitted empty-space ratio shall be reassessed before the Arti-
cle 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.
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8.4 Summary

Requirement Sterile Barrier Paper Box Group Transport
System (Primary, Packaging Packaging
Secondary and
Tertiary 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 medical components components components
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 single-use packaging
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 — Potential exemption  Applicable Applicable Applicable
Packaging Labelling
Article 24 — Empty Limited applicability ~ Applicable Applicable Applicable
Space pursuant to
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.
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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:

o supplier qualification and change control procedures are maintained;

o 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 Bottle bellows pouch
9.1.1 Packaging Technical Specifications

o Bottle bellows pouch specification
o Bottle bellows pouch I specification
e (Canula bellows pouch specification

e Closure bellows pouch specification
e Closure bellows pouch I specification

9.1.2 Packaging Raw Material Specifications
Bellows pouch

e Closure com PHARMALENE.pdf — HDPE Pharmalene MP 90 PH (Versalis)
9.1.3 Product Stewardship documents

They contain technical data, regulatory information and statements from polymer manufacturers.Purell
PE 1840H - Product Stewardship Bulletin (2).pdf

e PSRS Riblene 2025 05 (1).pdf
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e Regulatory Information Sheet PE UNCOLORED.pdf
e REGULATORY 050012 v092025 PRIMEVA P1340.pdf

9.1.4 EU legislation declaration (Food Contact, PPWR, REACH, BPA)

Documents confirming compliance with European legislation.

Declaration on Reg. 2025 40 UE and 2024 3190.pdf
REGULATORY 050012 v092025 PRIMEVA P1340.pdf
Regulatory Information Sheet PE UNCOLORED.pdf
Purell PE 1840H - Product Stewardship Bulletin (2).pdf
PSRS Riblene 2025 05 (1).pdf

9.1.5 PFAS declarations
Documents focused on the absence of PFAS.

e PFAS e recycle.pdf
e FEBO - no PFAS - Edistir N 3910, R 321P, Eraclene MP 90, Pharmalene BC 82 PH, MP 20
PH, Riblene FC 39 F, MV 10..pdf

9.1.6 BPA / Bisfenoly
Dokumenty vztahujici se k natizeni (EU) 2024/3190.

e BISFENOLO BPA.pdf
e Declaration on Reg. 2025 40 UE and 2024 3190.pdf

9.1.7 Documents dealing with recycled material, PPWR and environmental
aspects.

e PFAS e recycle.pdf
o Regulatory Information Sheet PE UNCOLORED.pdf
e Declaration on Reg. 2025 40 UE and 2024 3190.pdf
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9.2 Secondary packaging
9.2.1 Technical Data Sheets

e ARHA Technical Data Sheet

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 TECHNICAL SPECIFICATIONS OF THERMAL TRANSFER RIBBON WAX - RESIN
NEAR EDGE

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

e Prohlaseni o shodé — PA/PE_U (verze 2026/245)
e TFP Universal TECHNICAL DOCUMENTATION / DECLARATION OF CONFORMITY

9.2.3 Certificates
e ARHA Certificate of Analysis
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 Tertiary packaging
9.3.1. Technical Data Sheets

e ARHA Technical Data Sheet
e The roll — Film PA/PE U Standard, peel

9.3.2 Declarations of Compliance

e ARHA Declaration of Compliance (MED 05-2022)
e Prohlédseni o shodé¢ — PA/PE U (verze 2026/245)
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9.3.3 Certificates
e ARHA Certificate of Analysis

9.3.4 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)
9.4. Paper box

Packaging Technical Specifications

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

PAPER)
e Prohlaseni dodavatela k PPWR

e Prohlédseni o shod¢ — Polygra a.s. (PPWR ¢l. 5 — nebezpecné latky)

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

e DATASHEET R0502 + glue
e Packaging declaration Rayfilm

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
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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
e 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

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

9.12.3 Certificates

e Europapier Austria FSC Certificate
e Europapier 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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