QUALITY CERTIFICATE / CEPTHOIKAT SKOCTI

-Heel

Biologische Heilmittel Heel GmbH

Baden-Baden, Germany

Product: DISCUS COMPOSITUM injection solution in 2,2 ml in ampoules Ne5 (5x1)
IIpoayxuis: JAUCKYC KOMITO3UTYM, pozuns axs in’exuiii mo 2,2 ma B amuyax Ne5 (5x1)
Batch Ne: 05613 Batch quantity produced in total (packs): 16573
Homep cepii: 05613 KinnkicTs npoayicuil B cepii (ynakosok): 16573
Manufacture Date 08.03.2024 Registration license number: UA/3959/01/01 validity period unfimited
Jara supoSunuTBa: 08.03.2024 Homep peccrpauiiinoro nocsiguenist: UA/3959/01/01 epmin ail ueobmesxenit
Expiry date: 02.2029 Country of origin: Germany
Tepmin npupaTnocri:  02.2029 Kpaiza noxomxennsn: Himeuunua
Testing point / Hoxasnuxu Specification / Cnenudyinauin Results / Control methods/
AKocmi Pezprivmarny Memodu konnmpoiug
Odour Odourless. Corresponds QCM, 1.1, GHP, H 2.2.1
3anax bes 3amaxy. Bianosiaac MK, n.l, GHP, H 2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur, 2.2.1
[1po3opicrs TIpozopuii. Bianosixae MKJI, n.2, €sp.M. 2.2.1
Particulate contamination: Practically free from particles, Corresponds QCM, It.3, Ph. Eur.2.9.20
visible particles*
Mexaniwii Brytouenns: TpakTyie sinbanii Big vacrox, Bianosinae MKS1, 1.3, €pp.®. 2.9.20
BUAHMI HacTK*
Colour Colourless. Cortresponds QCM, it. 4,Ph, Eur. 2.2.2
Konnoposicrs Be3bapsnuil, Binnosinae MIUL, o, 4, Cep.D, 2.2.2
Colour of ampoules Colourless. Corresponds QCM, It. 5,visually
Koxip amnysa Ge3bapsuumii, Bianosinae MK/, 1.5, Bisyasibuo
Extractable volume 2,20-2,53 ml/ampoule (2,2099-2,54 14 gfampoule). 2,25 ml/ampoule QCM, It. 6, Ph. Bur. 2.9.17
06'em, 110 BUTIAETLCA 2,20-2,53 ma/amnyay (2,2099-2,5414 rfamnyay). 2,25 malamnysy MK, n. 6, Csp.d. 2.9.17
Osmolality 285-315 mosmol/kg. 301 mosmol/kg. QCM, It. 7, Ph, Eur, 2,235
OcMONNILHICTD 285-315 mocmoab/Kr. 301 mocmodas/Kr, MK, 0. 7, €sp.®d, 2.2.35
pH 4,7-6,5. 6,0 QCM, It. 8, Ph. Eur. 2.2.3
pH 4,7-6,5. 6,0 MKS], u. 8, €sp.®. 2.2.3
Sterility Sterile. Corresponds QCM, 1t.9, Ph.Eur, 2.6.1,
membrane filter method
Crepuabnicts Crepuashuii. Bignosinae MKS1, .9, €sp.®. 2.6.1,
meToa MemGpaHHoT
QiasTpauil
Bacterial endotoxins Max. 3,4 L.U./ml. <3,41LU./ml QCM, it. 10, Ph. Eur, 2.6.14
Baxrepiannii engoTorcnny Maxe, 3,4 MO/ma. < 3,4 MO/ma. MK, n, 10, €sp. O. 2.6.14

Particulate contamination:
sub-visible particles

Mexauiuni BRAIOYEHHSI:
HEBHAMMI UaCTK

Per ampoule:

Max. 6000 particles size = 10 pm.

Max. 600 particles size > 25 pm.

B oauiii amnyai:

Maicc. 6000 2acrok posmipom 2 10 mMrm.
Maticc. 600 qacTok poamipom > 25 mrm.
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QCM, It. 11, USP 788,
>h. Eur. 2.9.19

11, @. C1IA 788,
19

* the result is taken from IPC / * pesysvraty orpuntyiorts i3 IPC (Kontposs y npoucci nipobuiurea),

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Bade

Manufacturing and quality control license number: DE_ BW 01 _MIA_2023_0093.

BupoGuuya giasnuus: Bioaorime Xaiaumirrens Xeeas I'm6X, I-p Pexeser-wrpace 2-4, 76532

Homep niuensii ua pupoGunurso ta kourpoJo sikocri: DE_BW_01_MIA_2023_0093.

1 hereby confirm that the above information is authentic and accurate. This baich of product has been manufactured, including packaging/labeling
and qualily control at the above mentioned recognized building in full compliance with GMP requirements of the local regulatory authority and
with specification in the marketing authorization of the importing country. The batch processing, packa&ﬂg qnd mmlysls records were reviewed and
Jound to be in compliance with GMP, &M \,\ :
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Name /TG Ve"?eua Wieland / Bep %

Signature / ITipnuc:
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Qualzlj‘gjozntrol Manager / Ynognosaycena ocoba 3 konumponio Axocnii
29.04.2024

Position / ITocaaa:
Date of release / Hara Bunycky cepii B npogas:

Biologische Heilmittel Heel GmbH, Dr.-Reckeweg-Str. 2-4, 76532 Baden-Baden, Tel.: +49 (0)7221/501-00, Fax: +49 (0)7221/501-640
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