-Heel

Biofogische Heilmitiel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTHO®IKAT SIKOCTI

Product: GRIPP-HEELP®, tablets Ne 50 in containers
Mponyxiis: I'PUIT-XEEJIb, Tadneriu Ne50 y gontefinepax
Batch Ne: 96281 Batch quantity produced in total (packs): 26139
Homep cepit: 96281 Kinexiers npoayxuil B cepil (ynakosok): 26139
Manufacture Date 22/10/2021 Registration license number: UA/4268/02/01 validity period unlimited
Jara supofunursa: 22/10/2021 Homep peecrpauiiinoro mocsinyeHus: UA/4268/02/01 Tepmin it HeoOmemxeHHH
Expiry date: 09/2026 Country of origin: Germany
Tepmin npuaarHocTi: 09/2026 Kpaiua noxomxenusi: HimMeuunna
Testing point / Specification / Results / Control methods/
Hoxaznuru Cnenundiigauia Pezynvmamu Memaoou koumnponte |
Description Round, planar tablets with facet. Corresponds QCM, It. 1,visually
Onic Kpyrai nnocki TaGnerku a dackoio. Binnosianae MEKSL, n.1, pisyaabHo
Odour QOdourless. Corresponds QCM, It. 2, Ph. Eur. 2.3 .4
3anax Be3 sanaxy. Binnosinae MK, n.2, €ep.D. 2.3.4
Colour White to yellow-white, colour field IAI-1AZ. White,colour field QCM, 1t.3,visually, pocket
Possible black and yellow points may occur. 1AL encyclopedia of colours Muster-
Present black and | Schmidt
yellow points
Kounip Bin 6inoro go wopro-6inore, wkana woasopis 1A1-1A2, Binuil, wicana MKS1, n.3, sisyansho,
Momansi TeMHi Ta #ODTI BRPANACHHSL. wonwopis TA1, KHINEHBKOBA CHUMKIONeAn
Mpucyrni temui ta | woawoepis Muster-Schmidt
IKOBTI BEPATLJICHHS
Average mass 298-304 mg, nominal mass: 301,5 mg. 300 mg QCM, It. 4, Ph, Eur, 2.9.5
Cepeans Maca 298-304 mr, nominanena maca; 301,5 mr, 300 mr MKH, n.4, Esp.@. 2.9.5
Uniformity of mass Must correspond to Ph. Eur. Corresponds QCM, It. 5, Ph. Eur. 2.9.5
OnHopigdicth MacH | Mae signosigatu €sp.d. Bianosigae MKS, n.5, E3p.9.2.9.5

Disintegration time

Not more than 15 minutes.

3,82 minutes QCM, It. 6, Ph, Eur, 2.9,1

Mikpo6ionoriuua
QHCTOTA

PoanaaaHus He 6ianuie 15 xpumuH. 3,82 xBHIHH. MKA, n.6, €sp.@.2.9.1
Friability Max. 1,0%. 0,2 % QCM, It. 7, Ph. Bur. 2.9.7
Crupanicth Maxe. 1,0%. 0,2 % ML, n.7, €ep.®. 2.9.7
Hardness 30-70 N, 58N QCM, It. &, Ph. Eur. 2.9.8
Crifixicrs 10 30-70 H. 58 H MKSL, n.8, Cop.®. 2,9.8
PO3AABJIOBAHHS
Microbiological Ph. Eur. 5.1.4: QCM, It. 9, Ph, Eur. 2.6.12,
purity TAMC: max. 102 CFU/g, < 10 CFU/g 2.6.13

TYMC: max. 10" CFU/g. <10 CFU/g

Staphylococcus aurcus ( in I g): absence. Corresponds

Pseudomonas aeruginosa ( in 1 g): absence, Corresponds

Esp.®D, 5,1.4:

TAMC: make. 102 KYO/r,

TYMC: make. 10! KYO/r,

Staphylococcus aureus (8 | r); BiZCYTHICTS.
Pseudomonas aeruginosa ( 8 1 r): BiacyTHiCTb.

MK, 0.9, €sp., 2.6.12,
6.13

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

Manufacturing and quality control license number: DE BW_0i_MIA_2020_0050

Bupofuuua aigeuius: Bionoriwe Xalinemirreas Xeeas I'm6X, J-p Pexeser-mrpace 2-4,
Hopep sinensii Ha supofunuTeo T4 kouTpomo sikoeri: DE_BW_01_MIA_2020_0050

I hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labeling

and quality control al the above mentioned recognized building (s) in full compliance with GMP reguirements of the local regulatory autheority and
with specification in the marketing authorization of the importing country. The batch processing, packaging and analysis records were reviewed and
Jound to be in compliance with GMP, _ e
Iuat 7 nidmeeponcyio, nio naeedena suwe indopmanin ¢ cnpaadicnvoro i mounoio. Cepin nyl
ynaxosana i nepecipena, 6 Medcax RPOREOYPU KOHMPOIIO AKOCHI 1A JA3NACHTT sunie aupody
npasun Haneorenoi Bupobuusoi Hpaxmurn (GMP), ecmanosnenux sicyesist pezyaamopniy,
enenudivanis, nepedbavennx y JMigeusir na eupodnuymeo xpainu-istnopmepa 3i eneird
docaioucysanux nikapeokux 3acobis. Hoxysenmauin cmocosno oupodiumed, naxyeq
semanoaieno, o sona sionosidae aumozam Hweacnor Bupobnuvol Hpawmuxu (GMP).

§ Rignocionecmi 0o eustoz
Aeayiii eidnosionocmi do

& \RepedBauenusut dan
-\Nepeaipena, i oyao

Verena Wieland 7 Bepen

(,/U’EL(’JZ@ v i
Quality Control Manager / ¥Ynosnoeasicena ocoba 3 koumponio axocmi
06.12.2021

Name / ITIG:
Signature / Mianue:

Position / ITocana:
Date of release / laTa Bunycky cepil B nposgan:

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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