-Heel
Biologische Heilmittel Heel GmbH

Baden-Baden, Germany
QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI

Product: UBICHINON COMPOSITUM, solution for injection 2,2 ml in ampoules NeS (5x1)
I is1: YBIXIHOH KOMITO3UTYM, posuns ans in’ckuiii mo 2,2 Ma B ammyaax Ne5 (5x1)
Batch Ne: 02950 Batch quantity produced in total (packs): 15277
Homep cepii: 02950 KinpkicTe npoaykuil B cepii (ynakosox): 15277
Manufacture Date 12.07.2023 Registration license number: UA/0018/01/01 validity period unlimited
Jara supobuuiTBa: 12.07.2023 Homep peecTpaniiinoro nocsinuenns: UA/0018/01/01 Tepmin aii Heobmexenwnii
Expiry date: 06.2028 Country of origin: Germany
Tepmin npunatHocri:  06.2028 Kpaiua noxomxenns: Himeyunna
Testing point / [Toraznuxu axocnti ication / Cneyudhixayin Resulis / Pesyasmamu | Control methods/
Memoodu koumponio
Odour QOdourless. Corresponds QCM, It.1,GHPH2.2.1
3anax Bea sanaxy. Bianosiaac MK, .1, GHP H 2.2.1
Clarity Clear, Corresponds QCM, It. 2a, Ph, Eur. 2.2.1
Mpolopiers Ipozopuit, Binnosiaac MKH, n.2a, €ep.®, 2.2.1
Particulate contamination: Practically free from particles. Corresponds QCM, It. 2b, Ph. Eur.2.9.20
visible particles”
Mexaniuni srmosennun: IpakTuuno piasnnii via wacrox. Binnosigac MKH, n.26, €sp.®, 2.9.20
BuANMI gacTxn’
Colour Colourless, Corresponds QCM, It. 3, Ph. Eur. 2.2.2
Koasoposicrs Eesbapsunii. Bianosninae MK, n. 3, €sp.®. 2.2.2
Colour of ampoules Colourless, Corresponds QCM, It. 4,visually
Koaip amuyn Besbapsimii. Bianosinac MK, nd, sisyansuo
Extractable volume 2,20-2,53 ml/ampoule (2,2099-2,5414 g/ampoule). 2,31 ml/ampoule QCM, It. 5, Ph. Eur. 2.9.17
OG6'en, wo puTArACTLCR 2,20-2,53 ma/ammyay (2,2099-2,5414 r/ammyay). 2,31 ma/amnyny MKS, n. 5, €sp.d. 2.9.17
Osmolality 285-315 mosmol/kg. 297 mosmol/kg. QCM, It 6, Ph, Eur, 2.2.35
Ocmonansuicrs _285-315 mocMoab/Kr, 297 mocmoas/Kr, MKH, n. 6, €sp.®, 2.2.35
pH 5,0-6,5. 6,2 QCM, It. 7, Ph. Eur. 2.2.3
pH 5,0-6,5. 6,2 MK, n. 7, €8p.9. 2.2.3
Particle contamination: sub-visible | In one ampoule: QCM, It. 8, USP <788>,
particales Max. 6000 particles size 210 um 18 particles/ampoule Ph. Eur.29.19
Max. 600 particles size 225 pm 1 particles/ampoule
Mexaniuni sBrmodenns: B oanift amnyni : MK, n. 8, ®, CLIA <788>,
HEBUAMMI YACTKH Maxke, 6000 uacrox poamipom 210 mrm 18 nacrok/amnyny €8p.D.29.19
Maxe. 600 yacrok poasipom 325 Mkm 1 uacror/amnyny
Sterility Sterile, Corresponds QCM, It.9, Ph.Eur, 2.6.1,
membrane filter method
Crepuasiicrs Crepuabnnii. MK51, n.9, €op.®. 2.6.1, meTon
stestGpaniol dinuTpauil
Bacterial endotoxins Max. 3,4 LU./ml. QCM, It. 10, Ph. Eur. 2.6.14
BakTepiansii engoTokcunn Makc. 3,4 MO/ma. MKH, n.10, €sp. ©. 2.6.14

" the result is guaranteed in the production process /' pesyabTaT rapantosano s

All amalyinul procedurcs related to any official regulation or pharmacopoeia are carried ouflgcety
Yei ananitini sieroamkn, wo nos’a3ani 3 Gyas-nxus odiniliniy perymosaumam a
BUAANNA

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2- \

Manufacturing and quality control license number: DE_BW_01_MIA_2023_0093.
BupoGuuua ainennusa: Bionoriwe Xaiasmirrens Xeeas I'm6X, JI-p Pexeser-mrpace 2-4, 76532 Baaen-Baaen, Hiveuunna.

Homep niuensii Ha BHPOOHHUTBO Ta KoHTpomio sikoceti: DE_BW_01_MIA_2023_0093.

I hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured, including
Ppackaging/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 balch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP.

Lust 2 niomeepoaicyio, wo nasedena suwie ingopmayia € cnpassicusoio i mounoio. Cepis npenapamy 6yna 6UZ0INOGNEN(L 8. MOMY LAl
ynaxosana i nepesipena, 6 mesicax npoyedypu Konmponio AKocmi na 3aanaveniii auue suposuuYii dineruyi a'ﬂomdﬁ-‘_ni@m: cmi do
susoz npaswn Hanesenoi Bupobnuuoi Mpaxmuku (GMP), cinanasnenux Miciesust pezyiamopiut wﬂﬁ, a maxa‘hs nosuiii
eidnosidnocmi do enewupixauii, nepedbavenux y JMiyensii na eupobuuymso Kpainu-isanepmepa i ikayiasu na 10,
nepedbauenumu Oan docrioxncyeanux aikapcskux 3acobie. Joxysienmauia cmocosno eupobnuymea, hrmymm i anwzH adn‘f%
nepesipena, i 6yno écmanoanens, wo ¢ona eidnosidac eustozam Hanenenor Bupodnuvor Hpakmuru (GMP)'

Name / [1IB: Vi a Wieland / Bepena B’enend
Signature / Hiamuc: ? : i‘ éz i , 3

Position / Iocapa: Quality Control Manager / ¥Ynoenoseasicena ocoﬁéaf ;KI_!}_H_HPNHO Arocmi
Date of release / lata BunycKy cepii B npoaax: 10.10.2023

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



JAEPKABHA CJIYVKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBJIACTI

npos. Ceitamanoi Hapil, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €/IPTIOV 37078774

BUCHOBOK
Npo AKICTH BBE3€HOr0 B YKPAiHY JiKapCchbKOro 3acoly

11.06.2024 Ne 27856/24/10

YBIXTHOH KOMIIO3UTYM

(HaliMeHyBaHHS NiKapCchKOTo 3aco0y 3TiZHO 3 peecTpauiifHHM MOCBIIYEHHAM)
PO34HH ISt iH'€KNii, o 2,2 MJI B aMITyJIi; MO 5 aMIyJ Yy KOHTYPHI# YapyHKoOBiH ynakosui; no
1 KOHTYpHiil YapyHKOBiil ynakosui B KopoOiii 3 KapTOHY

(dopma BumycKy, 103yBaHHA, BU NaKyBaHHS JiKapCchKOro 3acody)
Howmep peecrpariiisoro nocsimuenns UA/0018/01/01 crpox xii peectpauiiinoro nocsizuenss 01.01.2099
Cepis nikapcskoro 3aco6y Ne 02950 KinbkicTs BBe3eHOrO Jikapebkoro 3acoby 15277

Bupo6auk Bionorime Xainemitrens Xeens I'm6X, HiMeyuuna
(nalimMenyBaHHs BUpoOHHKa JliKapchKOTo 3aco0y, KpaiHa MoXo/KeHH:)

Bre3eno B Ykpainy Toeapucteo 3 o6mezxenoro BianosinaabuicTio "KACKAJI ME/ITKAJI
PEI'TOHMN", inenr. xon: 35757357

(Haﬁucnysaauu Ta KOA 32 CILPHOY HOpHARYHOT 0co0H aﬁo npn A

Iporoxon BisyansHoro koutpomo sin 04.06.2024 Ne 1574/21.

3a pe3sympTaTaMH JEPKABHOrO KOHTPOJIKO BCTAHOBJIEHO, 10 JKapChKHH

//é @4/ Bikrop CTE®KIBCHKHH

{m:mnc}"’ (iniuianu Ta npiasmue)
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