NEPKABHA CJIVKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM V KUIBCHKINA OBJIACTI

npos. CeiTaunoi Hazii, 3, m.Kuis, 02099, ten/Gakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3EHOI0 B YKPAiHy JIiKapCbKOro 3aco0y

10.05.2024 Ne 22546/24/10

HEJIb T

(HaiimenyBanHs JikapcbKoro 3acoby 3risHo 3 peecTpalifiHiIM HTOCBi TUEHHSM)
PO3UHH I iH'eKuiif, o 2,0 Ma B amMnyJi; Ho 5 amiya y KOHTYpHIi yapyHKoBiil ynmaxosui; no
2 KOHTYpPHi 4apyHKOBI yIIAKOBKH y KOPoOLi 3 KapTOHY

(¢opma BuIyCcKy, HO3YBaHHS, BH/L [TAKyBaHlis nixapcpkoro 3acody)
Howmep peectpaniiinoro nocsinuenns UA/0020/01/01 crpox aii peectpartiirioro nocsiguenns 01.01.2099
Cepis nikapcrkoro 3acoby Ne 04314 KinbKicTh BBE3EHOTO Iikapchkoro sacoby 6197

BupobhuK Bionorinre XaitipMmitTrenp Xeens I'MOX, HiMeuunna

(uaiimenyBanis BUPOGHHKA JiKapCHKOTO 3acoby, KpaiHa ITOXODKEHH)

Bsesero B Ykpainy ToBapuCTBO 3 00MEKEHOI0 BiINOBIAAILHICTIO "KACKAJ MEJIKAJI

PECTOHM", inenr. xon: 35757357 T
(naitMenyBanus Ta ko 3a €JIPTIOY ropruaHoi ocobu abeipi A o
0cobu - mianpuemiy, il MicLie NPOKHBAHHA Ta peecTpanijé i (g?@, KU [IIaTHUKA

noJaTKis abo cepist Ta HOM$PY

ITporoxkon Bisyansuoro konrpoio six 07.05.2024 Ne 1239/28.

3a pesynbTaTaMy IEPXKABHOIO KOHTPONKO ~BCTAHOBJICHO, IHO JKapChKUi Vipaidy 3
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-Heel
Biologische Heilmitte! Heel GmbH

Baden-Baden, Germany
OUALITY CERTIFICATE / CEPTHRIKAT AKOCTI

Product: ZEEL® T, solution for injection 2,0 ml in ampoules Ne10 (5x2)
HOpoayruis: IXEJID T, posunu jus in’exuiit mo 2,0 max B ammynax Nel0 (5x2)
Batch Ne: 04314 Batch quantity produced in total (packs): 6197
Homep cepii: 04314 KinbkicTs npoaykuil 8 cepil (YNaKoBOK): 6197
Manufacture Date 24.11.2023 Registration license number: UA/0020/01/01 validity period unlimited
HaTa sBupobHALTBAS 24.11.2023 Homep peccTpanifisoro noceigeHus: UA/0020/01/01 Tepmin aii HeoGmexennii
Expiry date: 10.2028 Country of origin: Germany
Tepmin npuaaTHOCTI: 10.2028 Kpaisa noxomKeHsn: Himeuunna
Testing point / Hoxaznuky grocmi Specification / Crieyniranin Results / Pesyapmamu | Control methods/
Mentodu xonmponio
Odour Odourless. Corresponds QCM, It.],GHP H2.2.1
3anax Be3 sanaxy. Bianopiaac MK, n,1, GHP H 2.2.1
Clarity Clear, Corresponds QCM, 1t. 2, Ph. Eur. 2.2.1
po3opicTh Tiposopuik, Bipnoninac MK, n.2q, €sp.D. 2.2.1
Particulate contamination: visible Practically free from particles Corresponds QCM, It. 2b, Ph. Eur.2.9.20
particies’
Mexamiyni BIICUCHISE BUAEMI Mpaxriuno sisinil sin yacrox. Biznosizac MKS1,0. 26, €op. @.2.9.20
wacTky®
Colour Colourless. Corresponds QCM, 1t.3, Ph. Eur222
KonnoposicTh Besbapouit. Bianosinac MK4, n.3, €ep.d, 2.2.2
Colour of ampoules Colourless. Corresponds QCM, 1t. 4,visually
Konip amnys Beabaponnit, Bianosiaac MK, n.4, sisyasisio
Extractable volume 2,00-2,30 ml/ampoule (2,0090-2,3104 g/fampoule). 2,09 ml/ampoule QCM, 1t. 5, Ph. Eur, 2.9.17
O6'en, Lo BITAFACTLEN 2,00-2,30 ma/amuyay (2,0090-2,3104 r/asinyay). 2,09 ma/amnyny MKS1, 0. 5, €sp.D. 2917
Osmolality 285-315 mosmol/kg. 300 mosmol/kg. QCM, It. 6, Ph, Eur. 2.2.35
OcMonSSILHICTH 285-315 MoCMONIL/KT, 300 MocMOAB/KT. MK, n. 6, €op.D. 2,235
pH 4,7-6,5 5,7 QCM, It. 7, Ph, Eur. 2.2.3
pH 4,7-6,5 5,7 MK, n. 7, €op.®. 2,23
Particulate contamination: sub-visible Per ampoule: QCM, 1t. 8, USP <788>,
particles Max. 6000 particles size > 10 um. 25 particles/ampoule Ph. Eur, 2.9.19
Max, 600 particles size = 25 pm. 2 particles/ampoule
Mexaniuni BIAIOUCHIAT HEBHAMI B oaniil ampyai ¢ MK, n. 8, ©. CLUA <788>,
uacTien Make, 6000 uacrok posmipos = 10 miw, 25 4ACTOR/AMAY Y @D, 2.9.19
Maxkc. 600 uacTore poamipons =25 Mxat. 2 "“c’m“/"“’m%
Sterility Sterile, T A MIE, B 2.6.1,
Y aethod
Crepuabnicts Crepunbunit - IHIECA, n.9,\Gs . 2.6.1, meTon
o Hombpari \.{IIHI pauit
Bacterial endotoxins Max. 3,4 LU/ml M, It \ g’gg ur, 2.6.14
Basrepiaanii ciaoTORCHIN Maice, 3,4 MO/ BECS, 0. J05 G ©.2.6.14

* a result is guaranteed by the manufacturing process/ *pesysibTaT rapanToBanyii supoGHiriM 1POLCCOR
All analytical methods related to any official regulation or pharmacopoeia, are performed in accordance with the cUN
Vi anaiTHasi METOAIICH, o Hon’s3aui 3 Gynb-nKoio odiuiilitolo noCTaNoRO0 a60 PApMAKONEEI0, BIKOHYIOTE

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.

Bupo6ruua ginsuuus: Biosorime XafasmiTreas Xeens m6X, JI-p Pexeser-wrpace 2-4, 76532 Banen-Banew, Himeyuuna,
Homep Jinensii na BHPOGHHILTRO TA KOHTDOJIIO sikoeTi! DE_BW_01_MIA_2023_0093.

I hereby confirm that the above information is anthentic 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
regulaiory 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. e W%%
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Name / HIb: Verena Wieland / Bepena B’enend
! 3
Signature / ionuc: . 7 (/\/<
Position / Hocada: Qxhililz Control Managery Ynoguogaycena 0cooa 3 Koumponio axocmi

Date of release / Jama eunycky cepil npodasc: 05.02.2024

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