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Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTU®IKAT SKOCTI

* result secured in the production process / * pe3yasTaT rapanroeaino B npoucci BupoGmiurna
All analytical procedures related to any official regulation or pharmacopoeia are carried out according to the currg
Yci ananiTudii meToauin, wo mos’nsani 3 Gyas-axnm odiuiiinum perymosannam abo papmakonecio, sy

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

Manufacturing and quality control license number: DE BW_01_MIA_2023_0093.
Bupofuuua ginsunna: Biosorime Xaiasmirreas Xecens I'm6X, JI-p Pekeser-rpace 2-4,

Homep aiuensii Ha BUpoGHHMUTEO Ta KOHTpOAIO sikocTi: DE_BW_01_MIA_2023_0093.

’If.ou

Product: ECHINACEA COMPOSITUM S, solution for injection 2,2 ml in ampoules Ne5(5x1)
II ist: EXTHAIIES KOMIIO3HTYM C, posuus fus in’exuiii mo 2,2 ma s amnynax Ne5(5x1)
Batch Ne: 06028 Batch quantity produced in total (packs): 8806
Homep cepii: 06028 Kinskicts npomykuii B cepii (ynakosok): 8806
Manufacture Date 19/04/2024 Registration license number: UA/7368/01/01 validity period unlimited
Jara BupoGEuLTBAa: 19/04/2024 Homep peectpauiiinoro nocsiguenHs: UA/7368/01/01 Tepmiu aii HeoGmexenmii
Expiry date: 03/2029 Country of origin: Germany
Tepmin npuaatrocti:  03/2029 Kpaina noxomxenus: Himeuunna
Testing point / Mokaznuku Specification / Cneuudiixauin Results / Pesyaomanu | Control methods/
AKocmi Memodu xonmpono
Qdour Odourless. Corresponds QCM, It.1, GHP, H2.2.1
Janax Be3 aanaxy. Bianosinae MKSI, n.1, GHP, H2.2.1
Clarity Clear. Corresponds QCM, It. 2a, Ph. Eur. 2.2,1
' IposopicTs Ipolopuii. Bianosinae MKS, n.2a, Esp.D. 2.2.1
Particulate contamination: Practically free from particles. Corresponds QCM, It.2b, Ph. Eur.2.9.20
visible particles*
Mexauiuni BRA04CHNRA: MpaxTuano sirbuuii sia yacrok. Bianoninae MKH4, n.26, Cep.®, 2.9.20
BuANMi yacTkn®
Colour Colourless, Corresponds QCM, It. 3, Ph, Eur. 2.2.2
Konsoposicts Besbapsnmii, Bianosiaac MK, n. 3, €pp.®. 2.2.2
Colour of ampoules Colourless. Corresponds QCM, It. 4,visually
Konip amnyn Beabapumii Bianosinac MK, n.4, sisyansno
Extractable volume 2,20-2,53 ml/ampoule (2,2099-2,5414 g/ampoule). 2,23 ml/ampoule QCM, It. 5, Ph. Eur. 2.9.17
06'em, wo BUTAracTLen 2,20-2,53 ma/amnyay (2,2099-2,5414 r/amnyay). 2,23 ma/ammyay MKSL, n, 5, €sp.®@, 2.9.17
Osmolality 285-315 mosmol/kg. 300 mosmol/kg. QCM, It. 6, Ph, Eur. 2.2.35
Ocmonansnicts 285-315 mocmons/kr, 300 smoemonn/kr. MKA, o, 6, Esp.®. 2.2.35
pH 4,7-6,7. 6,2 QCM, It. 7,Ph. Eur. 2.2.3
pH 4,7-6,7. 62 MKSL, . 7, Esp.®. 2.2.3
Particulate contamination: Per ampoule: QCM, It. 8, USP 788,
sub-visible particles Max. 6000 particles size > 10 pm, 29 particles/ampoule Ph. Eur. 2.9.19
Max. 600 particles size > 25 um. 1 particles/ampoule
Mexaniuni sraouennn: B oauiii amnyni: MKS, n. 8, ®. CLIIA 788, €ep.O.
HEBIANMI SACTKI Maxec. 6000 yactok posmipom = 10 sk, 29 wacrox/amnyay | 2.9.19
Make. 600 yacrok poamipos > 25 Mxm. 1 uacrox/amnyny
Sterility Sterile, Corresponds QCM, IL.9, Ph.Eur. 2.6.1,
membrane filter method
Crepunsnicrs Crepuasuuil. Bianosinae MK/, 0.9, €pp.®. 2.6.1, meTon
semGpannoi dinsTpauii
Baclerial endotoxins Max. 3,4 LU./ml. <34 LU./ml M, It. 10, Ph. Eur. 2.6.14
Bakrepiaasui engorokennn | Maxkc. 3,4 MO/ma < 3,4 MO/

1 hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality control at the above mentioned recognized building in full compliance with GMP requirements of the local
regulatory authority and with specification in the marketing authorization of the importing country. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP.

Hum s niomeepdacyio, wio nasedeia sumie ingopmania € cnpasaicrvoio i mounoio. Cepin npenapamy 0yna 6uz0mosnena, 8 momy
yuchi ynaxoeana i nepesipena, ¢ medcax npoyedypu Konmponio Axocmi na 3aanavenii suuge eupodnuvii dinenuyi & noeii
sionosionocmi 0o susoz npasun Hanescnoi Bupoouuvoi Hpaxmuru (GMP), scmanoenenix Micyeeis pezynamopnuns opeanoM, a
maKodic 6 nosnia eionoeionocmi 0o cneynupirxayii, nepeddayenux y JTiyensit na supobnuymao Kpaluu-imnopmepa 3i Wg@q@w
Ha npodykyilo, nepedbauenumu Ona oocriddcyeanux AiKapcbkux 3acodis. Joxkymenmayin cmocoeno eupoGHuNn eait
araniy cepii 6yna nepegipena, i Gyno ecmaiioenenao, wo eona gionesioae sumozam Hanesicnoi Bupobnuiot Hpmm;r}iw Mﬂ

Name / I1IB:
Signature / lignne:

Position / ITocana:

Date of release / lara sunycky cepii B mpogam:

Rinlagisrhe Heilmittel Heel GmhH. Dr.-Reckewes-Str. 2-4

Sabrum Killat / Cadpina Kinnam

<ol

12.08.2024

. 76532 Raden-Baden. Tel.: +49 (0Y7221/501-00. Fax: +49 (0Y7221/501-640

Quality Confrol Manager / Ynoeuosaicena ocoda 3 Mefrgmm



JTEPKABHA CJ/IYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHUIBCBKIU OBJIACTI

npos. Ceitmrunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €/IPTIOY 37078774

BUCHOBOK
Npo SIKiCTH BBE3€HOr0 B YKPaiHy JIiKapchLKOro 3acody

17.10.2024 Ne 51594/24/10

EXTHAIIES KOMIIO3UTYM C

(nafimenyBsaHHA JikapchKOro 3acoBy 3rifHO 3 peECTpaIiiiHUM NOCBITYeHHAM)
PO3YHH s in'€Kuiii no 2,2 ma B aMnyJii; mo 5 aMmnya y KOHTYpHiii yapyukoBiii ynaxonul no

1 koHTYpHIli YapyHKOBiii ynakoBui B Kopooui 3 KapToHY
(bopma BunycKy, 103yBaHHS, B/ NAKYBaHHS JiKAPCEKOTO 3aC00Y)

Homep peectpauiiinoro nocixuenns UA/7368/01/01 crpox aii peectpaniiinoro nocsizuenns 01.01.2099
Cepis nikapcskoro 3aco6y Ne 06028 KinbkicTs BBe3eHoOro jikapcskoro 3acoby 8806

Brpo6uuk Bionorime Xaitnemitrens Xeens I'm6X, Himeuunna
(nafimenyBaHHs BHPOGHHKA JIIKapCLKOro 3acoby, KpaiHa NOXOLKEeHH )

Baeseno B Vipainy Tosapucrso 3 o6mexenoro BianosinaasuicTio "KACKAJI MEJIIKAJI
PET'TOHM", inenr. xon: 35757357
(naiimenyBanHs Ta ko 3a €IPTIOY ropumtnoi ocobu abo npiseume, iM's, no Garbkosi disuumoi

ocobu - mianpremus, Ti Micle poXKHUBaHHA Ta peecrpaumnnn Homep 06/1iKOBOT KapTKH MIaTHHKA
noaarkis abo cepis Ta HoMep nacnopra)

Iporoxoa Bizyaasnoro xonrpomo sin 15.10.2024 Ne 3065/13.

3a pesymbTaTaMM JepKaBHOTO KOHTPOJNIO BCTAHOBJEHO, WO JHKAPCHKHIA
AOTPHMAHHAM BHMOT 3aKOHOIaBCTBA MO0 3a0e3MeYeH s SKOCTI MiKapchkux 3|\@
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