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Biologische Heilmittel Heel GmbH

QUALITY CERTIFICATE / CEPTU®IKAT SIKOCTI

Baden-Baden, Germany

Product: PSORINOHEEL N, oral drops 30 ml in drop bottles Nel
Ipoayxuis IMCOPHHOXEJIb H, kpani opansui o 30 Mn y uiakonax-gpaneisunusax Nel
Batch No: 01256 Batch quantity produced in total (packs): 6551
Honmep cepii: 01256 Kinskicrs nponyxuii s cepif (ynaxosox): 6551
Manufacture Date 10/02/2023 Registration license number; UA/6678/01/01 validity period unlimited
Jata supobHnnrea: 10/02/2023 Homep peecrpaunitinoro nocsiguensin: UA/6678/01/01 repmin ail HeoGmemeHHiT
Expiry date: 01/2028 Country of origin: Germany
Tepmiu npuaaTHocTi: 01/2028 Kpaina noxomxennsn: Himequnna
Testing point / Specification / Results / Control methods/
Hoxasnuxu axocmi Cnegudiirayis Pesynvmamu Memodu kenmpono
Odour Of ethanol. Cormresponds QCM, It. 1, GHP, H 2.2.1
3anax Eranony. Bianosinac MKJL, nl, GHP, H 2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur, 2.2.1
_[po3zopicts posepuii. Bianosinac MKS, 1. 2, €pp.@, 2.2.1
Colour Colourless. Corresponds QCM, It. 3, visually
Koaip GeaGapnumii, Binnosizac MKH, n. 3, pizyasbuo
Degree of tint 0-20 Hazen (test solution). 0 Hazen QCM, It. 4,visually,” Aquaquant
Color” colour scale
KoawoposicTn 0-20 Xasenis (sunpoSonynannit pozwin). 0 Xazenin MKSI, n. 4, sisyasnsio, wkana
Koasepin "Aquaquant Color”
Ethanol content 33%-37% vol, QCM, It. 5, depending on density,
Theoretical content of ethanol: 35% vol. 35 % vol. Ph. Eur. 5.5
Etanon 33%-37% 06. MEKSL, u. 5,8 3ane:knocTi pig
Teopernumtii pamict eranony: 35% o6. 35 % of. rycrunn, Cop. @. 5.5
Relative density 0,954-0,960. 0,958 QCM, It. 6, Ph. Eur. 2,2.5
Binnocna ryerina 0,954-0,960, 0,958 MEKS, n. 6, Cep. @, 2.2.5
pH 5,0-7,0. 5,3 QCM, It. 7, Ph. Eur, 2,2.3
pH 5,0-7,0. 53 MEKSI, . 7, €rp. . 2.2.3
Microbiological Total quantity of allowed viable microorganisms in the preparation: QCM, It. 8, Ph. Eur. 2.6.12,
contamination* TAMC(bacteria): not more than 102 CFU/ml, : 0 CFU/m. 2.6.13,5.14
TYMC (yeasts and moulds); not more than 10! CFU/mi, 0 CFU/ml.
Presence of Escherichia coli is not allowed in | ml, Corresponds
Mikpodioaoriuna Y npenapari [0NyCKACTLEN 3ATANBLEA KIILKICTL HITTEITIIN
ICTOTa * Mikpoopramizmin: MEKJI, . 8, €sp. W, 2,6.12,
TAMC (Gaxrepiii): ne Ginvwe 10° KYQ/man, 0 KYO/mn. 2.6.13,5.1.4
TYMC (apizmxin Ta naicencsux rpu6i =Zinpwe 10! 0 KYO/ma.
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Site of manufacture: Biologische Heilmittel Heel
Manufacturing and quality control license number:

Bupobunua ginesnus: Bionoriwe Xaitasmitrenl Xe

Homep Jsrinensii Ha BHPOGHHLITBO TA KOHTPOJIO 5t

I hereby confirm that the above information is authentic 1
packaging/labeling and quality control at the above mentioned recognized building in fu
local regulatory authority and with specification in the marketing authorization of the
packaging and analysis records were reviewed and found io be in compliance with GMP. .

Lun a nidmeepdaicyio, wo nasedena sutye inghopmarin € cnpasacnvolo i mounoro, Cepin npenapamy yna euzomognena, ¢ mosy
uucnl ynaxosana t nepesipeiia, 8 Meaax npoyedypu Koimposio AKocmi fa 3a3naueniii euuie supobuudiil dinonuyi ¢ noeuii
aionosidnocmi 0o sumoz npasun Hanexncriol Bupoénuuol {Ipaxmuru (GMP), acmanoenenux Micyequm pezyrirmopium apaanon,
a makoye ¢ noeiif eidnosidnocni 00 cnewudixayiit, nepeddavenux y Jigensit na supobnuymee Kpatnu-isvnepmepa 3i
eneyiiiraninyu  ra npodykyio, nepedfavenumu Oaa Qdocniddcyeanux nikapeskux 3acobis. Joxysmenmania cmocosno
supotnuymen, naxysanna 1 ananizy cepii dyna nepesipena, i Gyno ecmanosnero, o eotia sionesioae sunozam Hanexcnol
Bupoduuuok Hpakmuku (GMP),

Name / I1I5: Verena Wieland / Bepena B’erend

Signature / Hionuc: f o E o < / ¢ J \jﬂ
A 5OLZ

Position / Hocaoa; Quality Control Manager / ¥Ynoanogaycena ocoba 3 Konmponio akecmi

Date of release / Jama eunycky cepii ¢ npodasic: 09.03.2023
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