QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

-Heel

Biologische Heilmittel Heel GmbH

Baden-Baden, Germany

Product: ZEEL® T, solution for injection 2,0 ml in ampoules Ne10 (5x2)

Hpoaykuisi: IEJB T, pozunn ans in’exuiil mo 2,0 ma B ammyaax Nel0 (5x2)

Batch Ne; 05335 Batch quantity produced in total (packs): 5088

Homep cepii: 05335 KinskicTs npoayxuii B cepii (ynakosox): 5088

Manufacture Date 06.03.2024 Registration license number: UA/0020/01/01 validity period unlimited

Jlara supofHuuTsa: 06.03.2024 Homep peecrpauiiinoro nocsinyenns: UA/0020/01/01 Tepmin aii HeoOMexeHHi

Expiry date: 02.2029 Country of origin: Germany

Tepmiu npuaatHoeri: 02,2029 Kpaina noxomxenns: Himeuuuna

Testing point / IT KN R Specification / Cneuudix Results / Pesynomamu | Control methods/
Memodu xonmponio
Odour Odourless. Corresponds QCM,ILI,GHPH22.1
Janax bes 3anaxy. Bianosipac MK, n.1, GHP H 2.2.1
Clarity Clear, Corresponds QCM, It. 2a, Ph. Eur. 2.2.1
MNpo3opicrs Tpolopuii. Bianosinae MKH, n.2a, €sp.®. 2.2.1
Particulate contamination: visible Practically free from particles Corresponds QCM, 1. 2b, Ph. Eur.2.9.20
particles” " )
Mexanivnt Baoqcna: s Mpaxrusno pinsunii sig uacTox. Bianosiaac MK#,n. 26, €op. ©. 2.9.20
YACTKI
Colour Colourless. Corresponds QCM, 1.3, Ph. Eur.2.2.2
KoaboposicTs BeaGapenuii. Bianosinac MK, n.3, €op.P. 2.2.2
Colour of ampoules Colourless. Corresponds QCM, 1t. 4,visually
Kosip amnyn Beabapoui. Bianosinac ML, n.4, sisyansio
Extractable volume 2,00-2,30 mli/ampoule (2,0090-2,3104 g/ampoule). 2,08 ml/ampoule QCM, It. 5, Ph. Eur. 2.9.17
O6'cM, 10 BUTATACTHCR 2,00-2,30 sn/ammyay (2,0090-2,3104 r/asmmyay). 2,08 sa/amuyay MK, n. 5, €op.®. 2.9.17
Osmolality 285-315 mosmol/kg. 300 mosmol/kg. QCM, It. 6, Ph. Eur. 2.2.35
Ocvmonsapiicts 285-315 mocvoab/kr, 300 socmons/kr. MK, n. 6, Cap.®. 2.2.35
pH 4,7-6,5 5,6 QCM, It. 7, Ph. Eur. 2.2.3
pH 4,7-6,5 56 MKH, n. 7, €op.9. 2.2.3
Particulate contamination: sub-visible Per ampoule: QCM, It 8, USP <788>,
particles Max. 6000 particles size = 10 pm, 19 particles/ampoule Ph. Eur.2.9.19
Max. 600 particles size > 25 pm. | particles/ampoule
Mexaniuni praotenns: nesuaunmi B oauii amnyni : MKSI n. 8, @, CILIA <788>,
MACTKN Maxke. 6000 uacrok possipom > 10 s, 19 wacTor/anmyg *
Maxe, 600 uactox poamipos =25 Micwm.

Sterility Sterile. g
Crepunsnicts Crepiabsunit
Bacterial endotoxins Max. 3,4 LU./ml. |ih. Eur. 2.6.14
Baxrepiansni engoTorcHny Maxkce. 3,4 MO/ sp. O, 2.6.14

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden, Germany.
Manufacturing and quality control license number: DE_BW_01_MIA_2023_0093.
Bupobuuya ainsnuus: Bioaoriwe Xafnemitreas Xeeas I'm6X, /I-p Pekeser-wpace 2-4, 76532 Bapen-Bagen, HIMIN'-I]IIIII.
Homep aiuen3ii Ha BupoSuuuTe0 Ta KouTpoaie sikocti: 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
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.
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Biclogische Heilmittel Heel GmbH, Dr.-Reckeweg-Str. 2-4, 76532 Baden-Baden, Tel.: +49 (0)7221/501-00, Fax: +49 (0)7221/501-640



JIEPJKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMHM Y KHIBCBKIN OBJIACTI

npos. Ceitmmuroi Hagii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €ZIPTIOY 37078774

BUCHOBOK
NPO SIKICTH BBE3€HOr0 B Y KpaiHy JiKapchKoro 3acody

08.08.2024 Ne 38578/24/10

HEJIb T
(HaliMeHyBaHHS NiKapChKOro 3aco0y 3TiZIHO 3 peecTpauiiHHM NOCBiYEHHAM)
po34mH /I iH'exuiii, mo 2,0 Ma B aMmyJii; o 5 ammyJ y KOHTYPHili yapyHKoBil ynakosui; mo
2 KOHTYPHi 4YapYHKOBi YIAKOBKH Y KOpoOui 3 KapToHy
(thopma BumyCKy, 103yBaHHA, B/ IaKyBaHHA JliKapcbkoro 3acofy)

Howmep peecrpaniitoro nocsinuenns UA/0020/01/01 crpox aii peectpauiitroro nocsizuenns 01.01.2099
Cepis nikapcskoro 3acoGy Ne 05335 KinbKicTs BBe3eHOTO Jikapeskoro 3acoby S088

BupoGuuk Bionorime Xainemitrrens Xeens I'm6X, HiMeyunna
(naiiMeHyBaHHA BHpOGHMKa Nikapcekoro 3acoby, KpaiHa NoXoKeHHs)

Baeseno B Ykpainy TosapucTso 3 oomexenoo BianosinansricTio "KACKAJL MEIIKAJI
PET'TOHH", inenr. xon: 35757357
(naiimenysanns Ta Koz 3a EJIPTIOY topummunoi ocoby abo npissume, iM's, no Garskosi dizmunoi

oco6H - mianpueMi, il Micue NpoKHBaHHA Ta peecTpalliiiinii HoMep 061iK0BOT KAPTKH NJIATHHKA
noxarkis abo cepis Ta Homep nacnopra)

3a pe3yabTaTaMM JIEPKABHOTO KOHTPONIO BCTAHOBIEHO,

//é @A/ Bikrop CTE®KIBCHKHMIA

[nmnnc}" (iniuianu Ta npilBxuLe)
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