-Heel
Biologische Heilmittel Heel GmbH

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

Product: GLYOXAL COMPOSITUMS, solution for injection 2,2 ml in ampoules, N5 (5x1)
Ipoavkmnis [IIOKCAJIb KOMIIO3HUTYM, posunn s in’exuiit mo 2,2 ma B ammyaax, Ne5 (5x1)
Batch Ne: 00109 Batch quantity produced in total (packs): 3352
Homep cepii: 00109 Kinpkiers npoaykuii B cepii (ynakosox): 3352
Manufacture Date 21.10.2022 Registration license number: UA/7275/01/01 validity period unlimited
JaTa supofHuuTBAa: 21.10.2022 Homep peectpauiitnoro nocsiguenns: UA/7275/01/01 Tepmin mil neoﬁmmmm
Expiry date: 09.2027 Country of origin: Germany
Tepmiu npuaaTHocTi: 09.2027 Kpaiua noxopxenus: Himewunna
Testing point / [Toxaznuku akocmi Specification / Cneunbixanin Resuits / Pesyasmanui | Control methods/
Memodu xonmponio
Odour Odourless. Corresponds QCM, It1,GHPH2.2.1
3anmax Be3 sanaxy. Bianosinae MKA, n.l,GHPH 22,1
Clarity Clear. Corresponds QCM, It. 2a, Ph, Eur, 2.2.1,
Tpo3opicTs IMpozopuit. Bianonigae MKA, n.2a, €sp.®. 2.2.1,
Particulate contamination: visible Practically free from particles. Corresponds QCM, It.2b, Ph. Eur, 2.9.20
particles”
Mexaniuni smovenna: sugumi MpakTiyuno siasumil pig 9acToOR. Bianosigae MKA, n. 26, €sp. ©. 2.9.20
uacTen’
Colour Colourless. Corresponds QCM, It.3, Ph. Eur.2.2.2
Konwoponicts Beabapsuuni. Bianosigae MKA, n.3, €op.®. 2.2.2
Colour of ampoules Colourless. Corresponds QCM, It. 4, visually
Koaip amnyn BesGapsunit, Binnoniaae MKH, n.d, pisyansno
Exstractable volume 2,20-2,53 ml/ampoule (2,2099-2,5414 g/ampoule). 2,29 ml/ampoule QCM, It. 5, Ph. Eur, 2.9.17
OF'em, 110 BUTATACTLCA 2,20-2,53 mn/ammyny (2,2099-2,5414 r/amnyny). 2,29 ma/amnyny MK, n, 5, €op.®, 2.9.17
Osmolality 285-315 mosmol/kg. 299 mosmol/kg. QCM, It. 6, Ph. Eur. 2.2.35
Ocsonancuicte 285-315 moeMonb/KT. 299 mocmoan/kr, MK, n, 6, €op.®, 2.2.35
pH 5,0-6,5. 6,0 QCM, It. 7, Ph. Eur. 2.2.3
pH 5,0-6,5. 6,0 MKH, ., 7, €op.@. 2.2.3
Particulate contamination: In one ampoule: QCM, It. 8, USP 788,
invisible particles Max. 6000 particles size 210 pm 39 particles/ampoule Ph. Eur.29.19
Max. 600 particles size 225 um 2 particles/ampoule
Mexauniauni sraouennn: B onuifl amnyai : MK, n. 8, @, CILIA 788,
HEBMANMI HACTRI( Magkc. 6000 wacrox posatipost 210 mim 39 uacto/ammyany | €sp.®.2.9.19
Magkc. 600 uactok posmipom >25 Mem 2 uacrox/amnyny
Sterility Sterile. Corresponds QCM, 1.9, Ph.Eur. 2.6.1,
brane filter method
Crepuasuicts Crepuasumii. d, 1.9, €8p.P, 2.6.1, meToa
ol dinbTpauil
Bacterial Endotoxins Max. 3,4 LU./ml. 0, Ph. Eur. 2.6.14
Baxrepiaabii cHAOTOKCHIIN Magc. 3,4 MO/ma. ), €sp. ©. 2.6.14

* (hie result is guaranteed by the production process. * PE3YNETAT rapanTyeTHCA BHPOGHITIM NPOUCCOM.

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

Manufacturing and quality control license number: DE_BW_01_MIA_2022_0090.

Bupo6uuua ginsuuus: Bioaoriwe Xaitabmitrens Xeens I'm6X, J-p Pexeser-wrpace 2-4, 7653

Homep niuensii ua supofuuurso Ta kourpomo sxoeeri: DE_BW_01_MIA_2022_0090.

[ 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.
Hunm a nidomeepoxcyio, wio naeedena eunie inghopmayin € cnpassicnvoio i mounoro. Cepin npenapamy fyna euzomosnena, 6 momy uucii
ynaxosana i nepeeipeia, € Mexicax NpOKEOYpU KONMPONIO AKOCHE Ha 3a3nayeiiil euige eupobnuyiil dinsnuyi ¢ noguii sféug@gfma‘ do
sustoz npaeun Hanexcnoi Bupobnuuvoi Ipakmuku (GMP), ecmanosnenux sicyesus pezynamopuu opzauazcy{ @ uiii
gidnogionocmi 0o cneyuiirayii, nepedbavenux y Jdiyensil na eupobnuiymeo Kpaiuu-imnopmepa 3i am{uqﬁﬁmquﬁm nan %
nepedGavenumu 0aa docridvcysanux aikapcvkux 3acobie. Joxysenmayia cmocoeno eupobruymasa, mtqmﬂu‘:gn i ananizy cepii Ejgu\\

nepesipena, i Byno scmanosaeno, uio eona sidnosidae sumozast Hanesicnoi Bupobnuyor Hpakmuxu (GMP). H

Name /IIIB:
Signature / Hionuc:
Position / [Tocaoa:

Date of release / Jama eunycry cepii 6 npodadic:

05.12.2022
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Biologische Heilmittel Heel GmbH, Dr.-Reckeweg-Str. 2-4, 76532 Baden-Baden, Tel.: +49 (0)7221/501-00, Fax: +49 (0)7221/501-640



JEPKABHA CJIYKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMM V KHIiBCBKIN OBJIACTI

npocnext Banepis Jlo6anoscskoro, 51, . Kuis, 03110, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €/IPIIOY 37078774

BUCHOBOK
MPO SIKICTH BBE3€HOr0 B YKpaiHy JiKapchKoro 3acody

04.08.2023 Ne 37657/23/10

[JIIOKCAJIb KOMIIO3UTYM

(HaiiMeHyBaHHs NIKapCHKOTO 3aC00Y 3riZHO 3 PeECTPaLiHAM NOCBiTYEHHsM)
PO3YHH A5 iH'€Kuii mo 2,2 M1 B aMnyJii; mo 5 amnya y KOHTYpHili yapyHKoBiii YHaxKoBili; no
1 KOHTYpHIii YapyHKOBiii ynakosui B Kopo6ui 3 KapToHy;

(dopma Bunycky, 103yBaHHS, BH NaKyBaHHS 1iKapChKOTro 3acoby)
Homep peectpauiiinoro nocsixuenns UA/7275/01/01 crpox nii peectpaniiinoro noceizuenns 01.01.2099
Cepis nikapcskoro 3aco6y Ne 00109 KinbkicTs BBe3eroro nikapeskoro 3acoby 1800

BupoGHuk Bionorime Xainsmitrens Xeens I'm6X, Himeyunna

(HaliMeHyBaHHA BUPOGHHKa JlikapchKOro 3acoby, KpaiHa MOXomKeHHs)

Beesero B Ykpainy Tosapuctso 3 o6mesxenoio BianosinaasnicTio "KACKAJI MEJIKAJI
PEI'TOHM", inent. xon: 35757357

(naiimenysanns Ta koa 3a €[IPTIOY topuanuHoi 0cobu abo npissuiLe, iM's, 10 GATHKOBI diznunoi
0co6w - miAnpHeMus, ii MicLe NPOKMBAHHA Ta peecTpawifinuii Homep 06MIKOBOT KapTKH MIaTHHKA
noaarkis abo cepis Ta HoMep nacropra)

IIporokoa Bisyansnore konrposo six 03.08.2023 Ne 2376/6.

3a pesynbTaTaMH [EpXKaBHOrO KOHTDONIO BCTAHOBIEHO, IO JiKapcyKaie %ciﬂnl{iﬁeajlgn Vkpainy 3
.
AOTPHMAHHSAM BHMOT 3aKOHOIABCTBA 10/0 3a6e3neyenHs AKOCTi MikaplEke élac!){gin.EH 1B
/"’_'i';;;{'j‘,*l‘:-‘-._ :
3acTynank ua%ﬁ%u N : Ipuna ITAJTAMAP
(nocanosa 1{'\5 : ‘W‘M) (mianuc) (iniuiany Ta npi3suuIe)
& pne N2, \
! .gi H‘L‘H \ 1'. \
i 32 AOKYMEHTIB) & » /
% JF
— 'Q"-.-
L . .:-“",'fs‘:"* y/
A Y o ’



http://www.tcpdf.org

