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JEPXJIKCITYXBA
AEPIKABHA CJIY/KBA 3 JIKAPChKHX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHKAMMHU Y KHIBCHKIHN OBJIACTI

npocnexrt Banepis JloGanoseskoro, 51, m. Kuig, 03110, ren/ake: (044) 363-06-50
E-mail: dls.ko@dls.gov.uahttps://www.dls.gov.ua, Kog €APIIOV 37078774

BUCHOBOK
NMPO AKICTL BBE3eHOro B YKPaiHy JiKapchKOro 3acody

05.04.2021 ' Ne 14292/21/10

OKYJIOXEEJIb
(HaFiMeHyBaHHA NiKapCLKOro 3ac0by 3TifHO 3 peecTpalliliHKM NOCBIIYECHHAM)
kpamiai ouni no 0,45 MJ po34urHy B noJjieTHaeHoBiH kancyni; no 15 (5x3) kancya y kaproHHiii
Kopobni
((opma BHITyCKY, 103YBAHHA, BHXA NAKYBAHHA NiKapceKoro 3acoly)

Howmep peectpauiitnoro nocpizuenns UA/8258/01/01 crpok nii peectpauiiinoro nocsimaenns 01.01.2099
Cepis nixapcbkoro 3aco6y Ne 91159 KinbkicTs BBE3€HOTO Nikapchxoro 3acoby 6366

Bupobauk Bionorime XaitmeMmitrens Xeens 'M6X, Himeuunna
(nalimenyBanHa BHpoGHHKa NikapceKoro 3acoby, Kpailia MOX0XeHHA)

Bresero B Ykpaiuy TosapucTBo 3 06Mexeno pignosiganbHicTIo "KACKA MEIIKAJL
PEI'TOHMU", inent. xox: 35757357
(naiiMenyranusn Ta koj 23a €JIPTIOY opuauuiioi ocobu abo npizeuine, iM'a, no Gatekosi diznunol

ocoby - mianpHemus, ii Micue NIPOXKUBAHHS Ta peecTpalifHuit HoMep 0GMKOBOT KAPTKH MIATHUKA
RoAaTKiB abo cepia Ta HOMED MacnopTa)

Mporokoen Bizsyansnoro kontpome sin 25.03.2021 Nz 0870/16.

3a pesynbTaTaMH JEPXKABHOTO KOHTDONIO BCTAHOBNEHO, INO JikapchkuH 3aci6 peeseHo B Vkpaimy 3
JOTpHMAaHHHA ,,Bny_or 33KOHOAABCTBA MO0 3a0e3neyeHns FKOCTi NikapcekuX 3acobiB.
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Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTHOIKAT AKOCTI

Product: OCULOHEEL?, eye drops 0,45 ml on polyethylene phials Nel5 (5x3).
IIpoaykuin OKYJIOXEEJIb, kpanni owni mo 0,45 M y kancynax nosiernieHoBux Nel5(5x3).
Batch Ne: 91159 Batch quantity produced in total (packs): 6366
Homep cepil: 91159 KinekicTs npoaykuil B cepif (ymakoBok): 6366
Manufacture Date 01.04.2020 Registration license number: UA/8258/01/01 validity perfod unlimited
Hdata supolunurea: 01.064.2020 Homep peccTpauifinoro nocsigueHus: UA/8258/01/01 Tepmin mii neoGmexenmit
Expiry date: 03.2022 Country of origin: Germany
Tepmin npraaTHOCTI: 03.2022 Kpaina moxomxenns: HiMeuunHa
Testing point / IToxa3nuxi Specification / Cneyudpixauia Results /Pesynvmamu Control methods/
AKocmi Memodu konmponwo
Qdour Odourless. Corresponds QCM, It.1,GHP, H2.2.1
Janax Be3 3anmaxy. Bianoeizae MK#A, n.I, GHP, H 2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 2.2.1
Ipo3epicTh ITpo3opHiA, Binnosinae MKH4, n.2, €sp. @, 2.2.1
Colour Colourless. Corresponds QCM, It.3, Ph. Eur.2.2.2
Konip Beibapsunit. Binnosinae MKH, n.3, €sp. @D, 2.2.2
Extractable volume Min. 0,45 ml/capsule, 0,47 ml/capsule QCM, It 4, Ph. Eur, 29.17
O6'eM, IO BHTATACTHLCH Min. 0,45 ma/kancyay, 0,47 ma/kancyay MKH4, n, 4, €ep. P, 2.9.17
Osmolality 285-315 mosmol/kg. 295 mosmol/kg, QCM, It. 5, Ph. Eur. 2.2.35
OcMOIANBLRICTL 285-315 mocMOnb/KT, 295 MocMOTL/KT, MEKH, n. 5, €sp. P, 2.2.35
pH 7,0-7,6. 7.4 QCM, It. 6, Ph. Eur. 2.2.3
pH 7.0-7.6. 7.4 MEKHA, n.6, €8p. @, 2.2.3
Relative density” 1,007-1,013, 1,010 QCM, . 7, Ph. Eur. 2.2.5
BigsocHa rycTuna’ 1,007-1,013. 1,010 MK, n. 7, €ep. @, 2.2.5
Visible particles None. Corresponds QCM, It. 8, Ph. Eur. 2.9.20
Bugsmi 9acTrn BixeyThi. Bianopinae MKH, n. 8, €ep. @, 2.9.20
Sterility Sterile. Corresponds QCM, It.9, Ph.Eur, 2.6.1
CrepuibticTs Crepunbuuii, Binnosinae MKIL, n.9, €8p.@. 2.6.1
Content of sodium chloride 0,411-0,455g/100g. 0,428 g/100g. QCM, It. 10, Ph. Eur.
Theoretical content of sodium chloride: 0,433g/100g.
Bwmicr marpike xao0puay 0,411-0,4551/100r, 0,428 /100r. MKH, n, 10, €ep. O,
TeopeTnunnil BMicT natpio xnopuay: 0,433r/100r.
Uniformity of mass Must carrespond to Ph.Eur. Allowed deviation from the Corresponds QCM, 1t L1, Ph. Eur.
average mass (n=20):
max.2 values >+7,5% 0
not allowed deviation >=15%. 0
Onwxopinpicth Macu Mace sinnosizatu €sp.P. Jonycrume sigxnieHus sin Bianoelnae MKHA, n. 11, €sp.P.
cepeanbol Macu (n=20):
MaKc, 2 sHAYeHHA >+7,5% 0
He A0NYCKACThCA BiAXHJIeHb >+]15%, 0

*carried on for bulk / * nposoxaTecs ans bulk

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Sir. 2-4, 76532 Baden-Baden, Germany.
Manufacturing and quality control license number: DE_BW_01_MIA_2020_0009.

Bupo0nuua ginenuus: bioaorime Xafanmitrens Xeeasw I'M6X, JI-p Pexener-mtpace 2-4, 76532 Bageu-Banen, Himeuunna,
Homep ninensil na supobuunTso ra_konrpono sxocti: DE_BW_01_MIA_2020_0009,

I 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 a nidmeepocyio, wo nasedena aute inopmauia € cupasucnsoio | mounorw, Cepia npenapamy 6paa suzomosnena, 6 momy wucii
ynarosara i nepesipena, 6 Mejcax Npoyedypu KoHMpow akocmi Ha 3a3NaNeniit sute eupobruyiin dinsnuyi 8 noswiii sldnosionocmi do
sumoz npasun Haneycnol Bupobruuol IMpaxmuxu (GMP), scmanogrenux Micuesum pezyMAMOPHUM OpPZaHOM, G maxoxc & noenli
sionosionoemi 0o cnewudpicaulii, nepedbauenux y Miuensll na supobnuymso kpaluu-imnopmepa 3i cnegudilcayinmu na npodykyir,
nepedbavuenumu OAR Oocridxcysanux aikapeskux sacobis. Joxymenmauia cmocosno eupobHuymsa, naxysawda i ananizy ceplf fyra
nepesipena, | 6yao ecmanoenero, wo eona eidnosidac eumozan Harexcnot Bupobuuvol Mpaxmusu (GMP),

Name / ITIB:
Signature / ionuc:

Position / ocada:

Date of release / [lama sunycxy cepil ¢ npodac:

[&/\.‘-{UZCUAM

Quality Control Manager / Ynoeno

23.10.2020

Verena Wieland / Bepena B’caend,

pid
JOKYMEHTIB

a 0cooa 3 KoNm,

Ui g
T haa K0P 5
Iourg 0%,

Biologische Heilmitiel Heet GmbH, Dr.-Reckeweg-Str, 2-4, 76532 Baden-Baden, Tel.: +49 (0)7221/501-00, Fax: +49 (0)7221/501-640
bo QLop0i583
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