-Heel

Biologische Heilmittel Heel GmbH

QUALITY CERTIFICATE / CEPTUPIKAT AKOCTI

Baden-Baden, Germany

Product: VIBURCOLS, suppositories Nel2 (6x2) in blisters
Ipoaykuis: BIBYPKOJI, cynozuTopii Nel2 (6x2) y 6aicrepax
Batch Ne: 04098 Batch quantity produced in total (packs): 9905
Homep cepii: 04098 Kinbkiers npoaykuii B cepil (ynaxonox): 9903
Manufacture Date 08.11.2023 Registration license number: UA/6662/01/01 validity period unlimited
Jata supoGaULTEA: 08.11.2023 Homep peeerpauiiinoro nocsiguennst: UA/6662/01/01 Tepmin aii neoGmexcennii
Expiry date: 10.2026 Country of origin: Germany
Tepmid npuaaTHoCTi: 10,2026 Kpaina noxomxenss: Himeuunna
Testing point/ Specification / Results [ Control methods/

Horasnusu axocmi Creundinaiin Pespavinaimy Memoou konmponio

Odour Slightly characteristic, not rancid. Corresponds QCM, it. I, Ph. Eur, 2.34

3anax CaalGrenii Xapakrepusiii, ne aripaumnit, Binnoninae MIC,n,1,E€8p. D, 2.3.4

Description

Suppositories are torpedo-shaped with smooth surface. During the storage fat
white bloom may occur on the suppository surface. Suppositories’ surface may
be marble textured.

torpedo-shaped, with
smooth surface

QCM, 1. 2, visually

OnuopianicTs

tengthwise section, Suppositories may show funnel-shaped cavities and notches.

Cynosuropii Maiors GyTu oxuopimininm.
Ha noapossnbony 3pisi marorn GyTn piacytiti Bkpansewsns. [Jonyckacrven
uansuiers poponkonoaibuore wornubennn ta suinoK,

inclusions available on
the lengthwise section.
Suppositories shows
funnel-shaped cavitics.
oanopignt, na
NO3INOBAKILOAY 3pial
siacyTHi BRpANACHN,
Haasni soponxonoxiGui
normbacuun

Omiic Cynosuropii Topnegonogitnoy gopmu, 3 raagroio nosepxuero. ITig uac Topnenonoai6iuoi MKs3, 0.2, sisyansno
30epiramin A6NYCKACTLCR YTBOPCHHS GiOro RUPoOBOro HAALOTY BA diopatil, 3 LIARKOIO
nosepxii cynolntopia. Jonyckacrsca MapmyponicTs nosepxii, NOBCXKED
Colour White to yellow-white (ivory-coloured), colour field 1A1-1A2, White, colour ficld 1A1 QCM, 1.3, visually,
pocket encyclopedia of
colours Muster-Schmidt
Konip Bia Ginore no xosro-Gisore (komip cononof kicrikn), wkaaa koasopis 1Al- | Blaui, mkana xonsopis | MK, n.J, slzyansue,
1A2. 1A1 KIIEHbKOBA
CHLAKAONCAIN KONLOPID
Muster-Schmidt
Homogeneity Suppositories must be homogeneous. No inclusions should be available on the homogenous, no QCM, 1t. 4, visually

MK, 0.4, sizyansuo

Uniformity of the
mass
OmieopliticT, Maci

Must correspond to the requirements of Ph. Eur.

Mae signosinatu sivoras Cop.®.

Corresponds

QCM, 1t. 5, Ph. Eur. 2.9.5

Average mass
Cepennn msea

1,045-1,155 g, nominal mass: 1,1 g,
1,045-1,155 r, nominagsna maca: 1,1 r.

contamination*

MikpoGioaoriuna
4neroTa*

Disintegration time Max. 30 min.
Posnaaauns Makc. 30 xB.
Microbiological Ph. Eur. 5.1.4

TAMC max. 10° CFU/g (maximum allowed number = 2000);

TYMC max. 102 CFU/g (maximum allowed number = 200},

Cop.®, 5.1.4

TAMC smaxc, 1PKYO/r (MaKcHMANbHO ZONYCTHME tHeno = 2000);
TYMC maxc, 10* KYO/r (maxcumnnnio gonyernme uncno = 200),

‘every 20" batch is tested/ *nepesipscrben Kosxua 20-a naprisn,

All analytical procedures, related to any official regulation or pharmacopocia, are carried out according to the currei

Site of manufacture; Biologische Heilmiitel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden, Germany.
Manuf‘acluring and gualiw control license number‘ DE BW_01 MIA 2023_0093.

Homep ainensii na mmoﬁnuumo Ta Kourpoe areeri: DE_BW_01_MIA_ 2023_0093

I hereby confirm that the above information is anthentic and accurate. This batch of product |
quality control at the above mentioned recognized building in full compliance with GMPife
specification in the marketing authorization of the importing country. The batch processing, p
be in compliance with GMP.

Liuat 7 nidmeeposicyio, o nacedena sunie ingopaayin € enpagaicnvoio i mounoio. Cepi
i nepesipena, ¢ Mexncax npoRedypU KORmPOMIo AKGCI 1@ 3a3nadeniii gutiie 61poduuY.
Haneacniol Bupobruuol paxnuwu (GMP), ecmanognenux Micyeoum pezyiamopuus
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cneyudirayia, nepeobauenux y Jlineusil na eupobruymec xpainw-innopmepa 3i crneyy
docridacyeanux aikapeokux 3acobie, Joxymenmayia cmocoano eupodnuynied, nakysanin i auafc?i'ﬁ“’c‘tpﬁ"ﬂﬁna nepesipena, i 6yno scmanoeneno,
140 eona gidnogidae eumozan Hanencnot Bupoduuuot Ipakmuxu (GMP).
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Name /II15:

Signature / Iigmc:

Position / Iocapa:

Date of release / laTa Bunycky cepii B npoaax:

Quality Control Manager / ¥Ynoenosadicena 0coba 3 konumponio axocmi

21.12,2023
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Biologische Heilmittel Heel GmbH, Dr.-Reckesveg-Str. 2-4, 76532 Baden-Baden, Tel.: +49 (0)7221/501-00, Fax: +49 (0)7221/501-640




