QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

Product: SPASCUPREELS, injection solution in 1,1 ml in ampoules Ne5 (5x1)
Ipoaykuis: CHOACKYIIPEJIb, posunn s in’exuiii mo 1,1 ma B ammynax NeS (5x1)
Batch Ne: 02237 Batch quantity produced in total (packs): 2821
Homep cepii: 02237 Kiabkicrs nponyxuii B cepii (ynakosok): 2821
Manufacture Date 03/05/2023 Registration license number: UA/11194/01/01 validity period unlimited
Jara supoGuuUTBA: 03/05/2023 Homep peecrpaniiiHoro noceixyenHs: UA/11194/01/01 vepmin il neoGmexenuii
Expiry date: 04/2028 Country of origin: Germany
Tepmin npupaTHocri:  04/2028 Kpaina noxomxenns: Himewauna
Testin nt / Hogasuukn axocmi Specification / Cnenudixania Results / Peayasniamu Control methods/
Memodu konmponio
Odour Odourless. Corresponds QCM, It.1, GHP, H2.2.1
3anax Bes jamaxy. Binnosinac MK#, n.1, GHP, H2.2.1
Clarity Ciear. Corresponds QCM, It. 2, Ph. Eur. 2.2.1
MpolopicTs Mpo3opaii. Bianosiaac MIS, n.2, €8p.@. 2.2.1
Particulate contamination: Practically free from particles, Corresponds QCM, 1t.3, Ph. Eur.2.9.20
visible particles*
Mexaunivni Brmovemin: MpaxTirino slasini sin vacrok. Binnosinac MEKA, n.3, €sp.P. 2.9.20
B sacrkn®
Colour Colourless. Corresponds QCM, It. 4, Ph. Eur. 2.2.2
Kosmoposicrs Besbapouuii. Bianosinae MKSL, n. 4, €0p. 9. 2.2.2
Colour of ampoules Colourless. Corresponds
Kosip asmys BeaGapsuuii. Binnosinac
Extractable volume 1,10-1,26 ml/ampoule (1,1050-1,2707 g/ampoule). 1,21 ml/ampoule
OF'cy, o pUTRracTLER | _1,10-1,26 ma/ammyay (1,1050-1,2707 r/asmyay). 1,21 ma/asnysy
Osmolality 285-315 mosmol/kg. 298 mosmol/kg.
Ocxonsumsuicrs 285-315 mocmons/ir. 298 mocmoab/kr.
pH 4,76,5. 6,0
| pH 4,7-6.5. 6.0

Stenility Sterile. Corresponds
Creprisnicts Crepimsunii. Bianosinae
Bacterial endotoxins Max. 3,4 LU./ml. <34 1.U/ml.
BakTepinabui engotorcin Maxe. 3.4 MO/, <34 MO/ma ;
Particulate matter: Per ampoule: QCM, It. 11, USP ms:-
Sub-visible particles Max. 6000 particles > 10 jum. 8 particles/ampoule Ph. Eur. 2.9.19

Max. 600 particles = 25 pm. 0 particles/ampoule
Mexaniuui prawaein: B oiii ammyai:
MEBIANM HACTRIS Maxke. 6000 wacrok posstipost = 10 suksr. 8 uacrox/amnyny MKA, n. 11, @. CIIA <788>, €ap.®. 2.9.19

Maxe. 600 uacrok poastipos > 25 sk 0 vacrox/ammyay.

* the result is obtained from IPC / *peayasTaT orpumyiors i3 IPC (kourpoas y npoueci supobunursa)

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_0044.
Bupobrnya gineunus: Biosorime Xaitasmitreas Xeens I'm6X, JI-p Pexeser-urrpace 2-4, 76532 banen-baaen, Himeuunua,
Homep aiuen3ii Ha BupoGHNUTBO Ta KouTpoaio sxocti: DE_BW_01_MIA_2023_0044.
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.
Huat a niomepoacyto, o nasedena eunie ingpopmayia € cnpasscnusoro i mounoio. Cepin npenapamy 6yaa éuzomoenena, 6 momy Hucui
ynaxoeana i nepegipena, 6 Meycax npouedypu Koumponio axocmi na 3a3uaveniil euule aupoduuvii oineuingi 6 nosnii eionosionocmi o aumoz
npaeun Hanescnol Bupodnuyor HMpaknmuku (GMP), scmanoenenux miciesuns pezyaamopiust opzanomM, @ maxodic 6 noeniit eionesionocmi do
cneyupixayiii, nepedbavenux y Jinenszit na supobnuymeo kpainu-imnopmepa 3i cneyupixayinmu ra npodykuilo, nepedbauenusmu ona
docnidacyeantex aikapeokux 3acobie. Joxysmenmania cmocosno eupobuymea, nakysanna i ananisy cepit fyna nepegipena, i Gyno ecmanosneno,

ugo sona eidnosioac eumozam Hanescnoi Bupobuuyoi Ipakmuxu (GMP).

Nane / II15:
Signature / Iionuc:

Paosition / ITocada:

Date of release / [Jama sunycky cepii e npodaxc:

Quality Control Manager / ¥Ynosnoeaicena o
27.06.2023

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 CJIYAXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIU OBJIACTI

npos. Citimynoi Hapit, 3, m.Kuig, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPITOY 37078774

BUCHOBOK
PO SIKICTh BBE3€HOI0 B YKpPaiHy JIKapChKOro 3acody

14.10.2024 Ne 51607/24/10

CIIACKYIIPEJIb
(nafiMenysauHs nikapchKoro 3acoby 3rifiHO 3 peecTpanifHUM NOCBIIYEHHAM)
PO34HH s iH'exuiii; mo 1,1 ma B ammyJri; mo 5 amnyJ y KOHTYPHIl 4apyHKoBii ynakosui; no
1 KOHTYpHIil YapyHKOBi#i ynakosui y kopo0ui 3 KapTony
(dopma BHMyCKY, A03YBaHHSA, BH/ MaKyBaHHA Jikapchkoro 3acofy)

Homep peectpaniiioro nocsimuenns UA/11194/01/01 crpox xii peecrpauiitnoro nocsinuenns 01.01.2099
Cepis nixapcskoro 3acoby Ne 02237 KinekicTs BBE3€HOro Jikapeskoro 3acoby 2821

BupoGuuk Bionorime Xainsmitrens Xeens 'M6X, Himeuunna
(naiiMenyBanHs BHpoOHHUKa nikapcekoro 3acoby, KpaiHa MoXoKeHHs)

Baeseno B Ykpainy Tosapucrro 3 oomexenow BinnosinansnicTio "KACKAJI MEJIIKAJI
PET'TOHM", inent. xon: 35757357
(naiiMenyBanHs Ta ko1 3a €EJIPTIOY 1opuauunoi oco6u abo npissuiLe, iM's, no 6aTexosi diznunoi

0co0H - MANPHEMIS, i Miclie MPOXKHBaHHA Ta peecTpalliiuit HoMep 06ik0BOT KAPTKH IUIATHHKA
nojarkis abo cepis Ta HOMep macrnopTa)

IIporoxoa Bizyansnoro kourpomo six 08.10.2024 Ne 3065/26.

3a pesyneTaTaMH JEPIKABHOTO KOHTPOJIKO BCTAHOBJIEHO, MIO0 JIKapCHKHIA
JOTPHMAHHSM BUMOT 3aKOHO/IaBCTBA MIOJI0 3a0e3NeYeH s AKOCTI MIKAPCHKUX

//é @4/ Biktop CTE®KIBCHKUI

mnnuc (iniuianu Ta npissuiLe)
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