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QUALITY CERTIFICATE / CEPTUDIKAT IKOCTI
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Product: ANGIN-HEELP S, tablets Ne 50 in containers
Hpoayxuis: AHT'TH-XEEJIb C, ta6iern NeS0 y konreiinepax
Batch Ne: 02565 Batch quantity produced in total (packs): 13039
Homep cepii: 02565 Kinsxicrs nponyscuif B cepil (ynaxosox): 13039
Muanufacture Date 31/05/2023 Registration license number: UA/5900/01/01 validity period unlimited
Jara supobuuuTBa: 31/05/2023 Homep peecrpauiiitoro nocpigyeniin: UA/5900/01/01 Tepmin aif HeoGnmesennii
Expiry date: 04/2028 Country of origin: Germany
Tepmin npuaaTHoeri: 04/2028 Kpaina noxomxenns: Himeuunna
Testing point / Specification / Results / Control methods/
Hoxasnuxu axocmi Crequdirayin Pesynsmarnu Memoou konmposuo
Description Circular, planar tablets with facet. Corresponds QCM, It. 1,visually
Oniic Kpyrai nnocki Tabaerku 3 dackoro. Bianosinae MK, n.1, sisyansso
Odour Odourless. Corresponds QCM, It. 2, Ph. Bur. 2.3.4
3anax Bes sanaxy. Bignosinae MKH, n.2, €sp.d. 2.3.4
Colour White to yellow-white, colour ficld 1A1-1A2. White,colour field | QCM, It.3,visually,
1A1 pocket encyclopedia of colours
Muster-Schmidt
Koaip Bin 6inoro no swosTo-6inoro, mkana KoJLopis Binuit, mxana MKHA, n.3, BisyansHo,
T1A1-1A2, Koabopis 1A1 KHINEHLIKO0BA CHUNKIONein
) KoALopiBs Muster-Schmidt
Average weight 298-304 mg, nominal mass: 301,5 mg. 302 mg QCM, It. 4, Ph. Eur. 2.9.5
Cepenus maca 298-304 mr, Hominannha maca; 301,5 mr., 302 mr MK/, n.4, €p. 0. 2.9.5
Uniformity of the mass Must correspond to Ph. Eur, Corresponds QCM, It. 5, Ph. Eur. 2.9.5
OauopianicTs MacH Mae siznosinaTu €sp.®. Bianosinae MKA, 1.5, €sp.9.2.9.5
Disintegration time Not more than 15 minutes, 1,82 minutes QCM, It. 6, Ph, Eur, 2.9.1
Posnapauus He Ginbiue 15 xBuauua., 1,82 xBuaun MK, n.6, €pp.9.2.9.1
Friability Max. 1,0%. 0,3 % QCM, It. 7, Ph. Eur. 2.9.7
Crupanicrs Maxe. 1,0%. 0,3% MK, n.7, €ep.®. 2.9.7
Hardness 30-70 N. 49N QCM, It. 8, Ph. Eur. 2.9.8
CriitkicTs ao 30-70 H. 49 H MK, n.8, €sp.P. 2.9.8
PO3AABAIOBAHHA
Microbiological purity Ph. Eur. 5.1.4: QCM, It. 9, Ph, Eur. 2.6.12,
TAMC: max. 10 CFU/g, <10 CFU/g 2.6.13
TYMC: max.10' CFU/g, < 10 CFU/,
Staphylococcus aureus ( in 1 g): absence. Correspe
Pseudomonas aeruginosa ( in 1 g): absence. Corrgs
MikpoBionoriuna wncrora | €ep.®. 5.1.4: / 9Ngep.O. 2.6.12,
TAMC: maxe. 12KYQ/r, < ¥ ES =2
TYMC: make. 10! KYO/T. < @
Staphylococcus aureus ( 5 1 r): BiscyTHicTs. B l;o% 1a€ § 5
Pseudomonas aeruginosa (B 1 r): sigcyTHicTn. Bijngsikg T

Site of manufacture: Bialogische Heilmittel Heel GmbH, Dr.Reckeweg-Str, 2-4, 76532 Baden-Baden@
Manufacturing and quality control license number: DE_BW_01_MIA_2023_0093. BT
BupoGuuua ginewuus: Bionoriwe Xaiinsmirrens Xeens I'm6X, J-p Pexeper-intpace 2-4, 76532 Bapen-Baaen, Himeuynua,

Homep ninensii na BHpo6HULTEO TA KOHTPOMNIO AKOCTI: DE_BW_01_MIA_2023_0093.

1 hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality 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, packaging and
analysis records were reviewed and found to be in compliance with GMP., - — %
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Name /ITTB: Verena Wieland / Bepena B’enend NS e
Signature / Mignune: \\ﬁ;@amm\;; L

Collz. S
Position / Mocana: Quality Conirol Manager / Ynoenosasicena ocoba 3 konmponio axocmi
Date of release / lara sunyciy cepil B ripoaas: 20.11.2023

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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