EU DECLARATION OF CONFORMITY
EU PROHLASENI O SHODE

This Declaration of Conformity is issued in accordance with Regulation (EU) 2025/40 on
Packaging and Packaging Waste (PPWR).

Toto prohlaseni o shodé je vydano v souladu s nafizenim (EU) 2025/40 o obalech a obalovych
odpadech (PPWR).

EU Declaration of Conformity No. [PPWR-DoC-2-2026]

EU prohlaseni o shodé ¢. [PPWR-DoC-2-2026]

1. Unique identification of the packaging / Jedinetna identifikace obalu

This Declaration applies to the single-use packaging of the medical devices Traumacel PULVIS,
Traumastem POWDER, Traumastem P and Resorcell, in the configurations and with the
identification codes specified in Section 4 of this Declaration.

Toto prohlaseni se vztahuje na jednorézové obaly zdravotnickych prostiedki Traumacel PULVIS,
Traumastem POWDER, Traumastem P a Resorcell, v konfiguracich a s identifikacnimi kody
uvedenymi v oddilu 4 tohoto prohlaSeni.

The scope includes, in particular, the following components of the packaging system:
Rozsah zahrnuje zejména nésledujici soucasti obalového systému:

1. Bellows bottle, secondary and tertiary sterile pouch (where applicable);
Harmonikova lahvicka, sekundarni a terciarni sterilni pouzdro (je-li pouzitelné);
2. paper retail box, including polyester labels and the UDI label;
papirova prodejni krabicka, véetné polyesterovych etiket a UDI etikety;
3. group carton and the corresponding paper label;
krabice skupinového baleni a odpovidajici papirova etiketa;
4. transport carton and the corresponding paper label;
transportni krabice a odpovidajici papirova etiketa;



5. ancillary packaging and securing elements used for transport: transparent adhesive tape,
stretch film, polypropylene strapping, bubble wrap and paper void fill.
doplitkové obalové a fixagni prvky pouzivané pii piepravé: transparentni lepici paska, stretch
folie, polypropylenova vazaci paska, bublinkové félie a papirova vyplii prazdného prostoru.

Detailed identification, material composition, dimensional variants and weights are specified in the
technical documentation "Technical Documentation for Packaging according to Annex VII of
Regulation (EU) 2025/40 (PPWR)" for the above-mentioned products.

Podrobna identifikace, materialové sloZeni, rozmérové varianty a hmotnosti jsou uvedeny v technické
dokumentaci ,, Technicka dokumentace obalu dle p¥ilohy VII nafizeni (EU) 2025/40 (PPWR)*
pro vy$e uvedené vyrobky.

2. Manufacturer / Vyrobce
BIOSTER, a.s.

Tejny 621, 664 71 Veverska Bityska, Czech Republic, Tel. +420 549 429 103, Email:
bioster@bioster.cz, Web: www.bioster.eu, www.bioster.cz

3. Responsibility / Odpovédnost
This EU Declaration of Conformity is issued under the sole responsibility of the manufacturer.

Toto EU prohlaseni o shodé se vydava na vyhradni odpovédnost vyrobce.

4. Subject of the declaration / PFedmét prohlaseni

- The subject of this Declaration is the packaging identified in Section 1, intended for the above-
mentioned medical devices. Identification by means of product reference numbers (REF), packaging
component codes and artwork codes enables the traceability of individual packaging configurations.

Predmétem tohoto prohléageni jsou obaly identifikované v oddilu 1, uréené pro vySe uvedené
zdravotnické prostiedky. Identifikace pomoci referenénich ¢isel vyrobkii (REF), kédi obalovych
komponent a kodi grafickych navrhii umozituje sledovatelnost jednotlivych konfiguraci obali.



Identification of product and packaging configurations / Identifikace konfiguraci vyrobki a
obala

[ REF Name of the product Variant Net weight
| 60259 Traumacel PULVIS harmonika I 1g
60260 Traumacel PULVIS harmonika I | 2g
60261 Traumacel PULVIS harmonika | 1 3g
60262 Traumacel PULVIS harmonika | 5g
60181 Traumacel PULVIS harmonika 2g
60180 Traumacel PULVIS harmonika 1g
60182 Traumacel PULVIS harmonika 3g
60183 Traumacel PULVIS harmonika 5g
60263 Traumastem POWDER bellows pouch 1g
60264 Traumastem POWDER bellows pouch 2g
60265 Traumastem POWDER bellows pouch 3g
60266 Traumastem POWDER bellows pouch R 5g
60112 Traumastem POWDER bellows pouch I 2g
60113 Traumastem POWDER bellows pouch I lg
60114 Traumastem POWDER bellows pouch [ 3g
60115 Traumastem POWDER bellows pouch I 5g
| 60111 Traumastem P bellows pouch 1 2g
[ 60105 Traumastem P bellows pouch I 1g
60106 Traumastem P bellows pouch I 3g
60107 Traumastem P bellows pouch I 5g
10134 Resorcell bellows pouch [ 2g

5. Declaration of Conformity / ProhlaSeni o shodé

The subject of the Declaration referred to in Section 4 complies with the applicable requirements of
Regulation (EU) 2025/40 of the European Parliament and of the Council of 19 December 2024 on
-packaging and packaging waste, amending Regulation (EU) 2019/1020 and Directive (EU) 2019/904,
and repealing Directive 94/62/EC, to the extent of the requirements applicable to the subject of the
Declaration when it is placed on the market.

Predmét prohlaseni uvedeny v oddilu 4 je ve shodé s piisluSnymi poZadavky nafizeni Evropského
parlamentu a Rady (EU) 2025/40 ze dne 19. prosince 2024 o obalech a obalovych odpadech, o zméné
natizeni (EU) 2019/1020 a smérnice (EU) 2019/904 a o zruseni smérnice 94/62/ES, v rozsahu
pozadavki vztahujicich se na pfedmét prohlaseni pfi jeho uvedeni na trh.



The conformity assessment is based, in particular, on the following findings and supporting
documentation:

Posouzeni shody je zaloZeno zejména na nasledujicich zjisténich a podplirné dokumentaci:

1. The requirements of Article 5 of Regulation (EU) 2025/40 concerning substances contained
in packaging have been assessed; the technical documentation refers to material specifications
and supplier declarations relating to lead, cadmium, mercury, hexavalent chromium and
substances of concern.

Byly posouzeny poZadavky ¢lanku 5 nafizeni (EU) 2025/40 tykajici se latek obsazenych v
obalech; technicka dokumentace odkazuje na materialové specifikace a prohlaseni dodavatel
tykajici se olova, kadmia, rtuti, Sestimocného chromu a latek vzbuzujicich obavy

2. The primary and secondary sterile packaging system is defined in the technical
documentation as contact-sensitive packaging intended for a medical device; the application
of exemptions from the recyclability requirements and the minimum recycled plastic content
requirements shall be documented in the technical documentation for each specific packaging
configuration.

Primarni a sekundarni sterilni obalovy systém je v technické dokumentaci definovan jako
obal citlivy na kontakt uréeny pro zdravotnicky prostfedek; uplatnéni vyjimek z pozadavkii na
recyklovatelnost a z pozadavkd na minimalni obsah recyklovaného plastu musi byt
zdokumentovéno v technické dokumentaci pro kazdou konkrétni konfiguraci obalu.

3. The packaging is neither intended nor labelled as compostable.
Obal nenf uréen ani oznacen jako kompostovateiny.

4. The weight and volume of the packaging have been assessed with regard to their
functionality, in particular the maintenance of sterility, protection of the product, safe
handling, mandatory information and transport._

Hmotnost a objem obalu byly posouzeny s ohledem na jeho funk&nost, zejména zachovani
sterility, ochranu vyrobku, bezpe&nou manipulaci, povinné informace a piepravu.

5. For the sales, grouped and transport packaging, the manufacturer shall continuously verify the
applicability of the requirements concerning labelling, recyclability, recycled plastic content,
reusability and empty space, including the deferred application requirements laid down in
Regulation (EU) 2025/40.6.

U prodejnich, skupinovych a transportnich obalii vyrobce prib&zn€ ovétuje pouzitelnost
pozadavki tykajicich se oznadovani, recyklovatelnosti, obsahu recyklovaného plastu,
op&tovné pouzitelnosti a prazdného prostoru, véetn€ pozadavkii s odloZenou pouzitelnosti
stanovenych v natizeni (EU) 2025/40.6.



6. Technical specifications
No harmonised standards or Common Specifications published under Regulation (EU)
2025/40 were applied at the date of issue.
Ke dni vydani nebyly pouzity Z4dné harmonizované normy ani spole¢né specifikace
zvetejnéné podle nafizeni (EU) 2025/40.

6. Applied Technical Specifications / PouZité technické specifikace

Technical specifications, material specifications, supplier declarations and test documentation, and
calculations contained in the technical documentation and its annexes have been used to demonstrate
conformity.

As of the date of issue of this Declaration, no harmonised standards published in the Official Journal
of the European Union under Regulation (EU) 2025/40, nor Common Specifications issued pursuant
to Article 37 of that Regulation, have been applied to the assessed packaging.

K prokazani shody byly pouZity technické specifikace, materidlové specifikace, prohlaseni
dodavatel@i, zkuSebni dokumentace a vypoéty obsazené v technické dokumentaci a jejich ptilohach.

Ke dni vydéani tohoto prohléseni nebyly na posuzované obaly pouZity Zddné harmonizované normy
zvefejnéné v Utednim véstniku Evropské unie podle natizeni (EU) 2025/40 ani spolecné specifikace
vydané podle ¢lanku 37 uvedeného natizeni.

7. Additional Information / Doplitujici informace

1. The conformity assessment has been carried out using the internal production control
procedure in accordance with Annex VII to Regulation (EU) 2025/40.
Posouzeni shody bylo provedeno postupem interniho fizeni vyroby v souladu s ptilohou VII
nafizeni (EU) 2025/40.

2. The technical documentation and this EU Declaration of Conformity shall be retained for at
least five years from the date on which the relevant single-use packaging is placed on the

market.
Technick4 dokumentace a toto EU prohlageni o shodé& se uchovavaji po dobu nejméné péti let
ode dne uvedeni piislusného jednorazového obalu na trh.

3. This Declaration applies only to packaging manufactured in accordance with the
configurations, materials, supplier specifications and change control described in the technical



documentation. Any change to the material, supplier, composition, design, labelling or
manufacturing process requires a review of the conformity assessment and, where
appropriate, an update of this Declaration.

Toto prohlageni se vztahuje pouze na obaly vyrobené v souladu s konfiguracemi, materialy,
specifikacemi dodavateli a Fizenim zmén popsanymi v technické dokumentaci. Jakakoli
zména materialu, dodavatele, sloZeni, konstrukce, oznadeni nebo vyrobniho procesu vyzaduje
piezkoumani posouzeni shody a pfipadné aktualizaci tohoto prohlaseni.

4. The provisions of Regulation (EU) 2025/40 shall apply from 12 August 2026. Therefore, the
date of issue of this Declaration shall not precede the placing on the market of the relevant
packaging under the regime of that Regulation.

Ustanoveni nafizeni (EU) 2025/40 se pouZiji ode dne 12. srpna 2026. Datum vydani tohoto
prohlaeni proto nesmi predchazet uvedeni piislusného obalu na trh v reZimu tohoto nafizeni.

Signed for and on behalf of: / Podepsino jménem: BIOSTER a.s.
Place and date of issue: / Misto a datum vydani: Veverska BitySka 2026-08-12
Name and position of the authorised person: / Jméno a funkce opravnéné osoby:

Veronika Sivkova, Marketing & Regulatory Manager

Signature: / Podpis: X? — T
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