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Biologische Heilmitte] Heel GmbH

Baden-Baden, Germany
QUALITY CERTIFICATE / CEPTUDIKAT AKOCTI
Product: EUPHORBIUM COMPOSITUM® NASENTROPFEN §, nasal spray in 20 ml nebulizers Ne}
Hponysin: EY®OPBIYM KOMIIO3HTYM HASEHTPOI®EH C, cnpeii nazaasnuii mo 20 ma ¥ po3numosauax Nel
Batch Ne: 01295 Batch quantity produced in total (packs): 23267
Homep cepii: 01295 Kinukicte npoayknii B cepii (ynakoBoxk): 23267
Manufacture Date: 10.02.2023 Registration license number: UA/6010/01/01 validity period unlimited
Jata Bupofununraa: 10.02.2023 Homep peecrpauiiinoro nocsinyenns: UA/6010/01/01 Tepmin 1il HeoOMesxeHmi
Expiry date: 01.2028 Country of origin: Germany
Tepmin npuaaTrocri: 01.2028 Kpaina noxomxenun: Himequnua
Testing point/ Specification / Results/ Controt methods/
Hoxazunrn aroemi Crenuipiranin Pesynymamu Menwdu konmpono
Odour Neutral. Corresponds QCM, GHP,H2.2.1
3anax Heiirpanbnuii. Bianogigae | MKA, GHP, H2.2.1
Clarity Clear to slightly opalescent, not stronger than opalescence Clear QCM, Ph. Eur. 2.2.1
reference suspension 1L
Ipozopicts Bin npozeporo no snerka ONANECHEHTHOrD, He Ipo3opnii. MK, €sp.d. 2.2.1
inTencusuime eranounoi cyenensii IT1,
Colour Colourless to slightly light yellow, Colourless QCM, visually
Koaip Bin Ge3Gapsnoro ne snerka enitio-sxonroro, BesGapnmirii MK, sisyansuo
Relative density 1,004-1,008. 1,006 QCM, Ph.Eur, 2.2.5
Binnocua rycruua 1,004-1,008. 1,066 MKs, €8p.®. 2,25
pH 6,0-6,7. 6,2 QCM, Ph. Eur, 2.2.3
H 6,0-6,7. 6,2 MK, €sp.®. 2.2.3
Osmolality 300-330 mosmol/kg, 310 mosmol/kg, QCM, Ph. Eur. 2.2.35
Ocmonsnsiticrs 300-330 Mocwmoas/kr. 310 moesonn/kr. MKH, €8p.@. 2.2.35
Content of sodium chloride +£5 %: 0.79-0.87 g/100 g nominal value: 0.83 gl00 g 0,83 g/100g. QCM, Ph.Eur.
Butict narpio xnopuny +5%: 0,79-0,87 r/100r 0,83 r/100r. MK, Cap.@.
noninansue saaqenns: 0,83 r/100r
Content of benzalconium 9,0-11,0 mg/100g. 10,3 mg/100g. QCM, Ph. Eur. 2.2.29
chloride
Baier Genzanxoniio xaopmay | 9,0-11,0 amr/100r, 10,3 me/100r. MEKS], €sp.@. 2.2.29
Homogensity of the dosed According to the monograph of Ph, Eur,, the theoretical Not tested QCM, Ph, Eur. 0676
mass, multi-dose containers* average mass: 120 mg/ spraying unit “Nasal preparations™
Onnopimniers go3osanoi Bignosiane no monorpagii €pp.D., He nposognaoces MK, €sp.@. 0676 «
Maci, TCOPeTHHNA Cepefun Aaca; Hazaieui aikapebki
Gararonolosi kouTeitHepi* 120 mr/opnnmuge BNPICKYBAHIS 3acotn”
Number of doses per container* | min. 130 doses per container Not tested QCM, Ph. Eur, 0676
“Nasal preparations”
Kinniers 103 na conrelinep* | ain. 130 R03 Ha KoNTeitnep He nposoaunocs T K -
Microbiological contamination | Eur. Ph. 5.1.4, 2
TAMC: max. 102 CFU/ml 0 CEUMHIE =
TYMC: max. 10" CFU/ml 0 CFU
Staphylococeus aureus in | mi: absence. Cormrespdids
Pseudomonas aeruginosa 1 ml: absence. Correspois,
Mikpo6ionoriuna uierora Esp.®.5.1.4.
TAMC: maxc. 1°KYO/mn 0 K¥O/ma.
TYMC: maxe. 10' KYO/mn 0 KYO/ma.
Staphylococcus aureus (5 1 MJT): BiACYTHICT. Binnonixae
Pseudomonas aeruginosa (B 1 an): Bigcyruicrs. Binnosigae

*only every 20th batch tested /*mepepipaeTses Tinbkn Kokna 20-a cepig

All analytical procedures related to any official regulation or pharmacopoeia are carried cut according to the current edition. /

Yei ananitauni Metommkn, o nos’w3ami 3 Gyab-skin odiuiiimm perynoBanusm abo papmaxoneeio, BHKORYIOTLCA Bignoeiaue Ao Aiwvoro BExanNy
Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden, Germany.

Manufacturing and quality control license number; DE_BW_0f_MIA_2022 0090.
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upoSauua giasuuns: Bionorine Xa Habmitrens Xeenn Cm6X, J-p Pexeser-wurpace 2-4, 76532 Bagen-Bagen, HiMegunna,
Homep ninensil na snpobusuree Ta xour 04110 KKOCTi: DE_BW_GI_MLA_IQZZ_OUQG.

1 hereby confirm that the above information is authentic and accurate, This batch of product has been manyfactured, including packagingflabeling and quality
control at the above mentioned recognized building in full compliance with GMP requirements of the local regulatory authority i Cifeia. 1210
markeling authorization of the importing country. The barch processing, packaging and analysis records were reviewed and  found t

Hum a nidmeeponeyio, mo nasedena eue inghopaanin € capagsicivoio i moyow. Cepin npenapamy Gyna euzemosneng
nepegipena, ¢ Mexcax NPOKEOYpH KOumPoRio mxoent na 3asnadeniii sume supofuuniii dinonuni e noewiii sidnosidnoci
Bupodnuvoi Hpaxmuru (GME), SCIMANOGRENUX MICUESUM Pe2PNAMOPIILI OP2ZanoM, @ maKods & noeniii gidnosionocnd dojy
JHiyensit na eupesinnmen Kpaiuu-isnepmepa 3 crequpiraniam na npodyruin, nepeddauentonu ona doenidscysanux niglpe

CMOCOGHO GUPOORIYMEE, NARYSanH | ananizy cepit Gyaa nepesipena, i Byno ecmanesnens, ujo sona eidnosioae sunozan Hak
(GMP),

Name / IIIBG: Verena Wieland / Bepena B’cnend

Signature / Mignue: (fl -M

Position / ITocapa: Quality Control Manager / ¥nosnosascena 0co6a 3 koimponio axocri
Date of release / Hata snnycky cepii s Npogas: 15.03.2023

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