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Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT IKOCTI

Product: HEPEELSN, solution for injection 1,1 ml in ampoules, Ne5 (5x1)
Ipoaykuis XEIIEJIb H, pozunu ans in’exuiif mo 1,1 ma B ammynax, Ne5 (5x1)
Batch Ne: 01963 Batch quantity produced in total (packs): 3087
Homep cepii: 01963 Kinbkicers mpoaykuii 8 cepii (ynaxosox): 3087
Manufacture Date 05/04/2023 Registration license number: UA/5818/01/01 validity period unlimited
Hara supoGunursa:  05/04/2023 Homep peectpaniiinoro noceiguenss: UA/5818/01/01 Tepmin ail HeoGMexennii
Expiry date: 03/2028 Country of origin: Germany
Tepmin npuaataocri:  03/2028 Kpaina noxomxenns: Himeuunna
Testing point / Hokasnuxu axocmi Specification / Cneundirauin Results / Peayavmanm nirol methods/
Memodu konmponio

Odour Odourless. Corresponds QCM, It.1,GHP,H2.2.1
3anax Bes sanaxy. Bianosinae n.l, GHP, H2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 2.2.1
Mpolopicrs Tposopuit. Bianosinac MKH, n.2, €op.d. 2.2.1
Particulate contamination: Practically free from particles, Corresponds QCM, It.11, Ph. Eur.2.9.20
visible particles*
Mexauiuni BITIOYCHHA: MpaxTuyno sinbumii iy yacrok, Bianosigac MK, n.11, €sp.®. 2.9.20
BuaANMi 9acTRu*
Colour Colourless. Corresponds QCM, It.3, Ph. Eur222
Konsoposicts Besbapeuuii, Bianosigae MK, n.3, €sp.®. 2.2.2
Colour of ampoules Colourless. Corresponds QCM, It. 4,visually
Konip amnyn Beabapeauii, Bianosigae MKH, nd, sizyansuo
Exstractable volume 1,10-1,26 ml/ampoule (1,1050-1,2707 g/ampoule). 1,15 ml/ampoule QCM, It. 5, Ph. Eur. 2.9.17
06'em, 1m0 BUTArAETHCS 1,10-1,26 ma/ammyay (1,1050-1,2707 r/amnyay). 1,15 mn/aymyry MK, n. 5, €sp.®. 2.9.17
Osmolality 285-315 mosmol/kg. 298 mosmol/kg. QCM, It. 6, Ph. Eur. 2.2.35
OcmonsnbicTs 285-315 MocMOAB/KT. 298 mocmons/kr. MKH, n. 6, €sp.®. 2.2.35
pH 5,0-6,5. QCM, It. 7, Ph. Eur. 2.2.3
pH 5,0-6.5. MK4, n. 7, €sp.@. 2.2.3
Particulate contamination: Per ampoule: QCM, It. 8, USP 788,
sub-visible particles Max. 6000 particles size > 10 pm. 14 particles/ampoule | Ph. Eur.2.9.19

Max. 600 particles size > 25 pm | particles/ampoule
Mexaniuni sBrmouennn: B oawmiit ammyai: MKA, n. 8, ®. CIIIA 788, €pp. .
HeDHANMI 9acTKI Maxe. 6000 yactok possmipos = 10 mkm. 14 -lncmﬂaunyny 29.19

Maxc. 600 uacrox poamipom = 25 skat.
Sterility Sterile.
Crepmasiicts Crepuasnnit.
Bacteria-Endotoxins Max. 3,4 LU/ml.
BakTepiaasni engoTokcumy Maxe. 3,4 MO/ma.

Manufacturing and guallg,: control license number: DE__BW_O]_MIA_2023_0044.

BupoGuuda pinbumus: Biosoriwe Xaiinsmirrens Xeens I'm6X, J-p Pexeper-mrpace 2-4, 76532 Bagen-Bagen,

Himeuyunna.

Homep sinensii Ha BupoGHunTBO Ta KoHTpOII0 sikocti: 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 (s) 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.

Lua 2 niomsepdsicyo, wo nasedena enuge ingropmayin € cnpaesicisoio i mouroio. Cepin npenapamy byna suzomosnena, o moaty uncai
ynaxoeana i nepesipena, & Mesicax npoyedypu Kormponio AKocmi na 3a3nauentii guiue supobruyin dinonuyi ¢ mmmu gionesionocmi do
eusoz npasun Haaedcnol Bupoonuvoi Hpaxmuxu (GMP), scmanosnenux siciyesus pezynamoprum quaxtm, “a“m:m: 6 noeniil

sionoeionocmi 0o cnewuixayiii, nepedbavenux y Jliyensii na supobuuymso Kpainu-iznopmepa 3i. Mww‘npo@m{m,

nepedfavenumu ORa docnidvicyeanux Aikapcskux 3acobis. Joxymenmayia cmocosno mpoﬁnuqm, HaKyeanna i an
nepesipena, i Gyno ecmanoeneno, wo eoua sidnosioac eumozast Hanescnoi Bupotnusor Hpaxmuxu (@HP)

Vetena Wieland / Bepena B’enend

Name / 1B
Signature / Mignnc:

Position / ITocaaa:

Date of release / [lata BumycKy cepii B mpoaasx:

31/05/2023

Ly % \ \ e/ 4
Qna!:gr ontrol Manager / Vnoenos beo@.?  Roumpogo axocmi

- cepit Gyna
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Biologische Heilmittel Heel GmbH, Dr.-Reckeweg-Str. 2-4, 76532 Baden-Baden, Tel.: +49 (0)7221/301-00, Fax: +49 (0)7221/501-640



JEPKABHA CJIYKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM ¥ KHIBCBKIA OBJIACTI

npos. Ceitmranoi Hapii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €EIPTIOY 37078774

BUCHOBOK
NPo AKICTH BBE3€HOr0 B YKpaiHy JiKapchKoro 3acody
02.04.2024 Ne 14417/24/1011
XEIIEJIb H

(HaliMeHYBaHHS JTIKapCHKOr0 3aco0y 3rifHO 3 PEECTpaLiHHHM MOCBITYEHHAM)
PO34HH s iH'eKkuiii, mo 1,1 Ma B ammnyJti; mo 5 amnyJ1 y KOHTYPHIH YapyHKoOBiH ynakosui; no
1 KOHTYPHIili YapyHKOBili ynakoBui B Kopooii 3 KapToOHY
(dhopma BUMycCKy, N03YBaHHS, BHI IAKYBaHHA Jlikapchbkoro 3acody)

Howmep peectpauiitioro nocsinuenns UA/5818/01/01 crpox aii peectpauiiitoro nocsixyenns 01.01.2099
Cepis mikapcskoro 3acoby Ne 01963 KinskicTs BBe3€HOrO Jikapcskoro sacoby 1587

BupoGHuK Biosorime Xaitnsmitrens Xeens I'M6X, Himeyunna
(naiiMeHyBaHHA BUpoOHHKa MiKapchKoro 3aco0y, KpaiHa NMoXoKeHH:)

Bgeseno B Ykpainy Tosapucreo 3 o6mexenoo BianosigaasnicTio "KACKAJ MEAIKAJI
PEI'TOHH", inent. kon: 35757357

(naiimenyBanns Ta koa 3a €JIPTIOY opunmunoi ocobu aly
0colH - mianpHeMILs, il Miclie MPOXXUBAHHA Ta PeecTpary
noaarkis abo cepis Ta HOJA
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AEPZKABHA CIIVIKBA 3 IIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKII OBJIACTI :

npocnekt Banepia Jlobanoscekoro, 51, m. Kuig, 03110, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €IPIIOV 37078774

BUCHOBOK
Npo SAKICTh BBE3€HOI0 B YKpaiHy JiKapchbKoro 3acody

04.08.2023 Ne 37673/23/10

XEIIEJIb H
(nafiMeHyBaHHA NiKapCHKOro 3aco0y 3riHO 3 peecTpauiiiHAM MOCBITYEHHAM) _
Po34MH AJst in'exuii, mo 1,1 ma B amny.ti; mo 5 aMmnyJs y KOHTYpHIil 4apyHKoOBi# ynakosui; no
1 KoHTYpHiii YapyHKoBiii ynakoBui B kopo0ui 3 KapToHy
(dopma BunycKy, D03yBaHHA, BH]L NAaKyBaHHA JiKapchKoro 3acofy)

Homep peecrpauiiinoro nocsingenns UA/5818/01/01 crpok aii peecrpauiitnoro nocsinuenns 01.01.2099
Cepis nikapcskoro 3aco6y Ne 01963 KinskicTs BBe3eHOTO Jikapcskoro sacoby 1500 -

BupoGauk Bionorime Xaitnsmitrens Xeens 'm6X, Himeuunna
(naliMenyBanHs BUpoOHHKa JlikapchKOro 3acofy, KpaiHa MOXOKeHH:)

Bsesero B Ykpainy Tosapuerso 3 oomexenorw BianopinanasuicTio "KACKAJLI MEJIIKAJI
PEI'TOHHM", inent. xon: 35757357

(HaHMeHyBaHHs Ta KOA 32 €IlPIIOY IOPHANYHOT 0006H abo rrpmnme, iM a no Gmxosl diznynoi

3a pe3ylbTaTaMH JIEPKABHOIO KOHTPOJAK  BCTAHOBJICHO, 10

JOTPHMAHHAM BHMOr 3aKOHOJABCTBA 100 3a0e3redeHHs SKOCTI NKkal

3acTynHuK mm/’ g Ipana [TAJIAMAP

(nocanoea

(iniuiany Ta npissxme)
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