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QUALITY CERTIFICATE / CEPTUDIKAT HAKOCTI

Product: RENEEL® N, tablets Ne 50 in containers N

Hpoaykuis: PEHEJL H, TaGnerkn No50 Y KoHTefHepax Nel
Batch Ne: 04182 Batch quantity preduced in total (packs): 3014
Homep cepii: 04182 Kinexicrs npoaykuii s cepil (ynakosox); 3014
Manufacture Date 07/11/2023 Registration license number: UA/2442/01/01 validity period unlimited
Jara Bupobuuursa; 07/11/2023 Howmep peecrpaniiinore nocsiguenns: UA/2442/01/01 Tepmin fii neobmesxennii
Expiry date: 10/2028 Country of origin: Germany
Tepmin npupatThocti: 10/2028 Kpataa noxomsennsn; Himeuunna

Testing point / Specification / Resulis / Control methods/

Hoxaznuxu axocmi Cneyudhixauin Pespnomamu Memodu konmponio
Description Round planar tablets with facet, Corresponds QCM, It. 1,visually
Onne Kpyrati nnoeki Tabnericn 3 hacKoio. Bianosinae MKA, n.1, sisyansuo
Odour Odourless. Corresponds QCM, 1t. 2, Ph. Eur. 2.3.4
Jamax Bes zanaxy. Bianosigac MK5, n.2, €sp.D. 2.3.4
Average mass 258-304 mg, nominal weight: 301.5 mg. 301 mg. QCM, It. 3, Ph. Eur. 2.9.5
Cepeansn maca 298-304 mr, HoMinasbua maca: 301.5 M, 301 mr. MKA, n.3, €ep.®. 2.9.5
Uniformity of the mass Must correspond to Ph. Eur. Corresponds QCM, It. 4, Ph. Eur. 2.9.5
OnHopinnicTh Macu Mae BignosinaTu Esp. D, Bianosinae MEKSL, n4, €p.b. 2.9.5
Colour White to yellow-white, sporadically yetlow points may Yellow-white QCM, 1t. 5, visually
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HKosro-Ginuit MKH, n.5, sisyansno

Disintegration time Max. 15 minutes. 3 minutes GQGCM, It. 6, Ph, Eur, 2.9,1
Poinamanun Makc. 15 xsunun. 3 xBHAUH MKA, n.6, €sp.d.2.9.1
Friability Max. 1.0 %. 0,3% QCM, It. 7, Ph. Eur. 2.9.7
Crupanicrs, Maxc. 1.0 %. 0,3 % MK, 0.7, €ep.®. 2.9.7
Hardness 30-70N. 50N QCM, It. 8, Ph. Eur.2.9.8
CriiikicTs o 30-70 H. 50 H MK, n.8, €sp.®, 2.9.8
03aBJI0BAHHA

Microbiological Ph! Eur. 5.1.4: QCM, 1t. 9, Ph, Eur. 2.6.12,
contamination TAMC: max. 10° CFU/g, <10CFU/g 2.6.13

TYMC: max. 10*CFU/g, <10 CFU /g

Escherichia coli (in 1 g); not detectable. Corresponds
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€pp.P0. 5.1.4:

TAMC maxke. 1P KYO/r,

TYMC make. 102 KYO/r.
Escherichia coli (8 1 r); BilCYTHICTB.

MK, n.9; €ap.d. 2.6.12,
<10 K¥YO/r 2.6.13

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

Manufacturing and quality control license number: DE_BW_01_MIA_2023 0093.
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I hereby confirm that the above information is authentic and accurate. This batch
packaging/labeling and quality control at the above mentioned recognized building in full co

regulatory authority and with specification in the ma

MP requirements of the local

rketing 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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