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Biologische Heilmittel Heel GmbE
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTHU®DIKAT IAKOCTI

Product: OCULOHEELS?, eye drops 0,45 ml on polyethylene phials Ne15 (5x3).
Ipoayxuis OKYJIOXEEJb, kpani ouni mo 0,45 mn y kancyaax nosiernnenosnx Nel5(5x3).
Batch Ne; 01727 Batch quantity produced in total (packs): 18011
Howmep cepii: 01727 Kinexicrs npoxysuii 5 cepii (ynawosok): 18011
Manufacture Date 09.05.2023 Registration license number: UA/8258/01/01 validity period unlimited
Hara BupoGunursa; 09.05.2023 Homep peecrpaniiinoro nocsinuenay: UA/8258/01/01 Tepmin git HeoOMexerHii
Expiry date: 04.2028 Country of origin: Germany
Tepmin npuatrocri: 04.2028 Kpaiua noxomxenss: Himeuunna
Testing poing / Hoxamugn Specification / Ciienudbivanin Results /Pesyapmamn Control pethods/
aKocni Memodu gonmpono
Odour Odourless. Corresponds QCM, It.I, GHP, H 22,1
3anax Bes 3anaxy. Binnoginac MKS, 0.1, GHP, H 2.2.1
Clarity Clear, Corresponds QCM, It, 2, Ph. Eur. 221
N posopicrs Ipo3opuii. Bianopiane MK, 1.2, Cop.®, 2.2.1
Colour Colourless. Corresponds QCM, 1t.3, Ph. Eur2.22
Koaip BGesbapauuit, Bianosinac MKS, n.3, €op. @, 2.2.2
Extractable volume Min. 0,45 ml/capsule, 0,48 mi/capsule QCM, It. 4, Ph. Eur, 2.9.17
O6'em, 1o suTaracTpest Min. 0,45 safkancyny. 648 ma/icancyny MK, n. 4, €ep.th, 2.9.17
Osmolality 285-315 mosmol/kg, 294 mosmol/kg, QCM, It. 5, Ph. Eur, 2.2.35
OcMonubiicts 285-315 stoemons/kr, 294 mocemosnn/r. MK, . §, Esp.®.2.2.35
pH 7,0-7,6. 74 QCM, It. 6, Ph. Eur. 2.2.3
H 7,0-7,6. 74 MKJL, 1.6, €sp.D. 2.2.3
Relative density” 1,007-1,013, 1,010 QCM, It. 7, Ph. Eur. 2.2.5
Bianocna rycrmma’ 1,007-1,013, 1,01¢ MKS, 1,7, €ap.h.2.2.5
Visible particles None, Corresponds QCM, I1. 8, Ph. Eur, 2.9.20
Bumumi yacTen Bincyrni, Bianosigne MK, u, 8, Enp.@, 2.9.20
“Sterility Sterile. Corresponds QCM, 1.9, Ph.Eur, 2.6.1
Crepuasuicts Crepuapiinii, Bianosinac MKH, 1.9, €ap.®. 2.6.1
Content of sodium chicride 0,411-0,455g/100g. 0,437 g/100g. QCM, It, 10, Ph. Eur.
Theoretical content of sodium chloride: 0,433g/100g;
Basier marpino xfopupy 0,411-0,455r/100r. 0,437 r/100r. MKH, n. 10, €sp. @,
Teoperuunuii oaicr HATRI0 xa0puay: 0,433r/100r.
Uniformity of mass Must correspond to Ph.Eur. Allowed deviation from the Corresponds QCM, It. 11, Ph. Eur,
average mass (n=20):
max.2 values >£7 5% 0
not allowed deviation >%15%, 0
Oanopianicrs mack Mae piznosiaaTu Crp.h. Honyceriare migxunenns Bif Bianoninac MICGH 5. 11, €ap.d.
cepemitnol Macu (n=20):
MARC. 2 SHRMCHN >+7,5% 1]
e LONYCKACTLCH Bigxiaens >+15%. 0 J

*carcicd on for bulk 7 *nponoaiThen ana bulk

Site of manufacture; Biologische Heilmitiel Heel GmbH, Dr.Regk4

Manufacturing and quality control license number: DE_BW_
Bupotuuaa ainkHuns: Biosoriue Xatnsmitrens Xeenn

Homep ninensit ua BHDOBHHITREO Ta KOHTDOAK SIKOCTI!

I hereby confirm that the above information is authe
packaging/labeling and quality control at the above mentiondNs
regulatory authority and with specification in the narkefing autho,
records were reviewed and found to be in compliance with GMP,

Hunt 1 nidmeepdncyro, #o Hasedena euie inghopmanin ¢ chpagyciboro | mounotw, Cepia npenapamy 6yna suzomoenenu, ¢ memy uucni
ynaxosaila i nepesipena, ¢ mencnx NPOKeSYpH KoNMpOnIo akoemi na 3a3naueniti suine eupobuunii dinvhnyi 6 noeniti gionpsionocmy da
sumoz npasin Hanencno! Bupobnuvoi Hpakmuru (GMP), scmanoenenux Mickeenn pezpnamopuum opaanom, e 6 ROGHIH
sldnosidnocni do cnenugikaniii, nepeddauenux ¥ Hdivenzii' na supobnuymeo Kpatitu-imnopmepa 3 cneyu T
nepeddavenusy ona dacriducyeanux nikapeskux 3acobis. Hoxymenmauyin cmocoarno supobnumea, nax g_w‘i\
nepeaipena, i Gyno SCHIAHO6ALHO, WO cona ¢iditogidae suyozar Haneacnor Bupobuyyor Hpaxmuxu (GMP),

jaatch of product has been mamgactured, including
gAn full compliance withk GMP requirements of the local
grting country. The batch processing, packaging and analysis

Name / 1B Verena Wieland / Bepena B’eneird
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Position / Ifocana: Quality Control Manager / Vnoenoeancena ocoda 3 Koumponio akocmi

Date of release / Aara BHNYCKY cepil B npogax: 08.08.2023
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