-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

Product: DISCUS COMPOSITUM injection solution in 2,2 ml in ampoules NeS (5x1)
Ipoavknis: AUCKYC KOMITIO3UTYM, pozunu st in’exniii mo 2,2 ma B amnyaax Ne5 (5x1)
Batch Ne: 05613 Batch quantity produced in total (packs): 16573
Homep cepil: 05613 KinnkicTs npoaykunii B cepii (ynakosok): 16573
Manufacture Date 08.03.2024 Registration license number: UA/3959/01/01 validity period unlimited
JaTta supo6HuuTBA: 08.03.2024 Homep peectpauiiinoro nocsigyenns: UA/3959/01/01 Tepsin aif neobmememuii
Expiry date: 02,2029 Country of origin: Germany
Tepmin npuaaTnocti:  02.2029 Kpaina noxomxenns: Himeuunna
Testing point / Hoka3zniku Specification / Cnequdpirauin Results / Control methods/

O6'em, wo BuTAracTbes

2,20-2,53 ma/amnyay (2,2099-2,5414 r/famnyay).

Axocmi Pezynvmamu Memodu konmponio
Odour Odourless. Corresponds QCM, It.1, GHP, H 2.2.1
3anax Bes 3anaxy, Bianosiaae MKS, n.l, GHP, H 2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 2.2.1
[po3opicTs Tlpo3opwii. Binnoeinae MK, n.2, €8p. D, 2.2.1
Particulate contamination: Practically free from particles, Corresponds QCM, It.3, Ph. Eur.2.9.20
visible particles*
Mexaniuni BKJIOYCHHA: [paxkTuyno BiNLNHRNI BiA YacTOK, Binnosiaae MKH, n.3, €sp.®@. 2.9.20
BHANMI HacTKH*
Colour Colourless. Corresponds QCM, It. 4, Ph. Eur. 2.2.2
Koasoposicts BesGapsuuii, Bianosinac MKS, n. 4, €sp.d. 2.2.2
Colour of ampoules Colourless. Corresponds QCM, It. 3,visually
Konip amnya Beabapenuii. Binnosiaae MKS1, n.5, sisyansuo
Extractable volume 2,20-2,53 ml/ampoule (2,2099-2,54 14 g/fampoule). 2,25 ml/ampoule QCM, It. 6, Ph. Eur. 2.9.17

2,25 ma/amnyay MEKj51, n. 6, Esp.®. 2.9.17

Max. 600 particles size > 25 pm.

Osmolality 285-315 mosmol/kg. 301 mosmol/kg. QCM, It. 7, Ph. Eur. 2.2.35
OcmoanbHiCTh 285-315 mocmoanb/Kr. 301 moemoas/Kr. MKS, n. 7, Esp.®, 2,2.35
pH 4,7-6,5. 6,0 QCM, It. 8, Ph. Eur. 2.2.3
pH 4,7-6,5. 6,0 MK, n. 8, €Esp.®. 2.2.3
Sterility Sterile. Corresponds QCM, It.9, Ph.Eur. 2.6.1,
membrane filter method
Crepunsnicts Crepuasnuii. Binnosinae MKH4, n.9, €sp.®. 2.6.1,
metoa membpannol
dinsTpauii
Bacterial endotoxins Max. 3,4 1.U./ml. <34 LU./ml. QCM, It. 10, Ph. Eur. 2.6.14
BakTepiajibii CHAOTOKCHHH Maxc, 3,4 MO/ma. < 3,4 MO/ma. MK5, n, 10, €sp. @, 2.6.14
Particulate contamination: Per ampoule: QCM, It 11, USP 788,
sub-visible particles Max. 6000 particles size > 10 pm. 11 particles/a . Eur. 29.19

MexaniuHi BKAIOYCHHS: B oauiii amnyai: 11, @. CIIA 788
HEBHANMI 4aCTKM Maxce, 6000 gacTok posmipom = 10 Mrm. 11 .19
Maxe. 600 sacTok posmipom = 25 miem. 0

* the result is taken from IPC / * peaynsTaT oTpumyiots i3 IPC (kontposs y npoueci supobmingrsa).

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

Manufacturing and quality control license number: DE_ BW_01_MIA_2023_0093.

Bupobuuya ainsunusa: Bioaorime Xaiiaemitrens Xeeas Im6X, JI-p Pexeser-uitpace 2-4, 76532

Howmep siuensii na BupoGunureo Ta KouTpoaio sikocti: DE_BW_01_MIA_2023_0093.

1 hereby confirm that the above information is authentic and accurate. This baich 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
Jound to be in compliance with GMP.,

Llum a niomeepdacyio, wo nasedena euwje infiopmayia € cnpascusoto i mouneoio. Cepia npenapamy 8yaa euzomoeiena, 6 moay wucii
ynaxoeana i nepeipena, & medrcax npoyedypl Kolmpoiio Akocmi 1a 3a3naueniii auge supobnuuiil dinsniyi ¢ nosnii sidnosionoemi-o susoz
npasun Hanencnof Bupodnuyoi Hpakmuru (GMP), scmaitoeneinix Miciiegiis pezyinmopiim opzanom, a maxodic 6 :m;m‘/ 10 Mobi‘u:pa
crenugpicayii, nepedbavennx y Jlinensii na supoonuymeo xpainu-ismopmepa 3i cnequinayiasu na npooyKyj m:m‘wn 1
docnidacysanux aikapcokux 3zacodie. Jokysenmauin cmocosio eupoduuymaea, naxyeanna [ ananisy cepii | nepes:pe.'m, i
ecmanoeenens, o eoia eidnosioac sunoczam Hanexcnoi Bupodnuuoi IMpaknuku (GMP). ," [ =

Name / IIIB Vé’emx Wieland / Bepena B'enend IE
Signature / Mianue: ‘\
Position / Tocana: Quality L@Qm-ot Manager / ¥nosnosasicena ocoba %o
Date of release / [lata sBunycky cepii 8 npogamx: 29.04.2024

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 CJIY/KBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIN OBJIACTI

npoB. Ceitnxynoi Hapnii, 3, m.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
Npo SIKICTh BBE3€HOr0 B Y KpaiHy JiKapchbKOro 3acody

11.06.2024 Ne 27840/24/10

JUCKYC KOMITIO3UTYM
(HaiiMeHyBaHHS NiKapchbKoro 3acofy 3rilHO 3 peecTpauiifHHM MOCBIT4EHHIM)
po34uH s iH'exkuiif mo 2,2 mu1 B aMnyJti, o S aMmyJs1 y KOHTYPHiil 4apyHKoOBiH ynakoBui; mo
1 KOHTYpHIll YapyHKOBIiil ynakosui y Kopooui 3 KapToHy
(hopma BumycKy, o3yBaHHS, BHI MAKYBaHHA JlikapcsKoro 3aco0y)

Homep peectpauiitaoro nocsimuenns UA/3959/01/01 crpox aii peectpauiitroro nocsizuenna 01.01.2099
Cepis nikapcskoro 3acoby Ne 05613 KinbKicTh BBe3eHOTO Jtikapckkoro 3acoby 16573

BupoGauK Bionorime Xainemitrens Xeens 'M6X, Himeuunna
(HaiiMeHyBaHHA BUpOOHHMKa MiKapchKoro 3acoly, KpaiHa MOXOKeHH:)

Baesero B Ykpainy TosapucTro 3 00MekeHO0I0 BignoBitanbHicTIO U} AJl MEJIIKAI

PETTOHH", ineur. xox: 35757357

- L
3a pesynbTaTaMH JEPAKABHOIO KOHTPOJIO BCTAHOBJEHO, IO JIKAPCBKHH  3aCTs
AOTPHMAHHAM BHMOT 3aKOHONABCTBA MO0 3a0e3MeYeHHs AKOCTI JIIKAPChKHUX 3aco0iB.
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