~Heel
Biologische Heilmittet Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTUPIKAT IKOCTI

Product; ECHINACEA COMPOSITUM S, solution for injection 2,2 ml in ampoules Ne5(5x1)
IIpomyxkuist: EXIHAIESI KOMIIO3UTYM C, posuns pust in’exuiii no 2,2 ma B ammyniax NeS(5x1)
Batch Ne: 02912 Batch quantity produced in total (packs): 9916
Howmep cepii: 02912 KisbicieTb npoayicuil B cepif (ynaKosok): 9916
Manufacture Date 04/07/2023 Registration license number: UA/7368/01/01 validity period unlimited
Jara sppoGnunrsa: 04/07/2023 Homep peccTpauiilHoro noceinyeHHs: UA/7368/01/01 Tepmin ail Heobmemenui
Expiry date: 06/2028 Country of origin: Germany
TepmiH NPUARTHOCTI: 06/2028 Kpaina noxXoaKeHHs: HiMeuunHa
Testing point / Hokasuxy Specification / Cneyqudiixauin Resulis / Peaynumanuy | Control methods/
aKpemi Memodu xormponto

Odour QOdourless. Corresponds QCM, 1.1, GHP, H2.2.1
3anax Be3 3anaxy. Bignosixae MK, 0.1, GHP, H2.2.1
Clarity Clear, Corresponds QCM, 1t. 2a, Ph. Eur. 2.2.1
Hpo3opicTs Hposopnii, Bianosigac MISL, n.2a, Cop. @, 2.2.1
Particulate contamination: Practically free from particles. Corrcsponds QCM, 1t.26, Ph. Eur.2.9.20
visible particles*
Mexaniani prodennm [Tpakriuno siasinii i uacToK. Bianosinae MISI, n.2b, €ep.®. 2.9.20
pugnmi tacrey®
Colour Colourless. Corresponds QCM, 1t. 3, Ph. Eur. 2.2.2
KosaLopoBicTb beabaponitii, Bignosinac MK, n. 3, Cop.@, 2.2.2
Colour of ampoules Colourless. Corresponds QCM, It. 4,visually
Konip amnyn Beabapiunii Bignosizac MEKS$1, n.4, sisyannuo
Extractable volume 2,20-2,53 ml/ampoule (2,2099-2,5414 g/ampoule). 2,24 ml/ampoulie QCM, 1t. 5, Ph. Eur, 2.9.17
06'cM, 110 BHTATACTHCA 2,20-2,53 ma/amnyay (2,2099-2,5414 rfamnyay). 2,24 ma/amnyny MK, n. §, €op.®. 2,9.17
QOsmolality 285-315 mosmol/kg. 300 mosmol/kg. QCM, 1t. 6, Ph. Eur. 2.2.35
OQcMONILHICTL 285-315 MOCMOSIL/KT. 300 n1ocroIL/KT. MIUL, n. 6, €sp.®. 2.2.35
pH 4,7-6,7. 5,8 QCM, It 7, Ph, Eur. 2.2.3
pH 4,7-6,7. 5,8 MK, n. 7, €sp.®. 2.2.3
Particulate contamination: Per ampoule: QCM, It. 8, USP 788,
sub-visible particles Max. 6000 particles size 2 10 pm. 25 particles/ampoule Ph. Eur, 2.9.19

Max. 600 particles size = 25 pm. 1 particles/fampoule
Mexaniuni prruoues: B onuiit amnyani: MKSI, n. 8, @, CIIA 788, €sp.®.
neBHANMI HacTKN Maxke. 6000 uacrok posmipon = 10 srkm, 25 uacTor/amnyny 2.9.19

Make. 600 yacTox posmipost = 25 MKM. 1 yacrok/amnyay
Sterility Sterile. Corresponds QCM, 1t.9, Ph.Eur. 2.6.1,

membrane filter method
Crepuanuicts Crepunbuit. Binngpiess K51, 1.9, Enp.b. 2.6.1, meron
P P m %}tﬁpalmo‘i thiapTpauii

Bacterial endotoxins Max. 3,4 1L.U./ml. 7//.:/,4 LAl m'*(@,@b?xxlt. 10, Ph. Eur, 2.6.14
Bascrepiansii cuporokensuu | Max, 3,4 MO/ma ,<U3>.4?~ O/mt fe ’Q!W&, .10, Cop. ¥, 2.6.14

* result secured in the production process / * pe3ysbTAT FApanTOBANO B npoueci snpobunurss P o ot 5%
All analytical procedures related to any official regulation or pharmacopoeia arc carried out according §p i litigm. / E s
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Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Badsft
Manufacturing and quality control license number: DE_BW_01_MIA_2023_0044. \
BupoGuuua ainsuuus: Bionoriwe XainpMirrens Xeens I'm6X, JI-p Pexeser-mrpace 2-4,
Homep sinensii Ha BHPOGHULTEO TA KOHTPOJIIO SKOCTi: DE_BW_01_MIA_2023_0044.
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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 in full compliance with GMP requirements qf the
local regulatory authority and with specification in the marketing authorization of the importing counlry. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

Liunrt 52 nidmaepddicyio, o nagedena euuie inghopmania € cnpagaiciivoio i MouN0I0. Cepin npenapamy Oy1a GU2OMOBACHT, § MOMY
wueni ynaxosana i nepesipend, ¢ Mescax npoyedypu KOHMpOIo Axocmi na saznaueniii eniie wHIY ;W:{zlblluui 8 noewii
sionosionocmi 00 eumoz npagun Hanencnol Bupodnuuol Hparmury (GMP), gcmanosneHux yl W Pl opeanon, a
maxose 6 noouifi eidnoeionocmi o creyudinauifi, nepedbavenux y Jigensii ua gREoOHIY erf@(&m wnopmepa  3i

cnequikayismu  na  npodykyiio, nepedbavenumu ona  docniducysanux niKapcorux i/ IaLodie., / ?}?cm&%%n {xy, cmocoeno
g zf'/ﬁia toddani Haneaicriol
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eupoduunmen, naxyeannus i auanisy cepil oyna nepegipena, 1 0yao ecmanoeneno, o ey g/%}o
Bupodnuyoi Dpaxnuru (GMP). Er / &7 ﬁ/ d
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Name / I11B: Verena Wieland / Bepgiia B'en
Signature / Yligmuc: b . N N
ignature / Iiam L M % N T oy~
/ ""q)m\w\‘\ 7’5%
Position / Hocana: Quality Control Manager/ Ynosuosaiceid SEVDA 3 KORMPONIO AKochil
Date of release / Jlata sunycky cepil 8 mpogan: 02.08.2023

Biologische Heilmittel Heel Gmbl, Dr.-Reckeweg-Str. 2-4, 76532 Baden-Baden, Tel.: +49 {0)7221/501-00, Fax: +49 (0Y7221/501-640
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