-Heel

Biologische Heilmittel Heel GmbH

Baden-Baden, Germany
QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

Product: MUCOSA COMPOSITUM®, solution for injection 2,2 ml in ampoules, Ne5 (5x1)
Ilpoaykuis MYKO3A KOMIIO3HUTYM, pozunn s in’ekniii mo 2,2 ma B amnyaax Ne5 (5x1)
Batch Ne: 93716 Batch quantity produced in total (packs): 11503
Homep cepi: 93716 KinbkicTs npoaykuii B cepii (ynaxoBok): 11503
Manufacture Date 02.02.2021 Registration license number: UA/2946/01/01 validity period unlimited
Jata BupobHuuTsa: 02.02.2021 Homep peecrpauiiinoro nocsiguenns: UA/2946/01/01 Tepmin aii HeobMemeHuii
Expiry date: 01.2026 Country of origin: Germany
Tepmin npuaaTHOCTI: 01.2026 Kpaiua noxopenusn: Himeuuuna
Testing point / flokaznuku Specification / Cnenudixanin Results / Peayavmarnut anir {1/
axocmi Memodu konmponio
Odour Odourless. Corresponds QCM, It.1, GHP, H 2.2.1
3anax Bes aanaxy. Bianosigac MK, n.l, GHP, H 2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 2.2.1
Mpo3opicTh Mpo3opnii. Bianopigae MIKS, n.2, €sp.b, 2.2.1
Particulate contamination:Visible | Practically free from particles. Corresponds QCM, [t.3, Ph. Eur.2.9.20
particles*
Mexaniuui prmouenun:siuanmi | IMpakriwuno siasunii sia uacrox Bignosigac
uacTri*
Colour Colourless. Corresponds
KoasoposicTn Beabapeimii. Bianosigac
Colour of ampoules Colourless. Corresponds
Konip amnya GeaGapeumif. Bianosigac

Exstractable volume
O6'eM, 110 BUTATAETLCH

2,20-2,53 ml/ampoule (2,2099-2,5414 g/ampoule).
2,20-2,53 ma/amnyay (2,2099-2,5414 r/amnyay).

2,27 ml/ampoule
2,27 ma/ammnysty

sub-visible particles

Mexauiuni praoICHIA:
HEBHANMI HACTKH

Max. 6000 particles = 10 pm.

Max. 600 particles = 25 uym.

B oaniit annymni:

Maic. 6000 uactox poamipom = 10 MK,
Maxe. 600 uacTok posmiposm = 25 mkar.

57 particles/ampoule
3 particles/ampoule

57 uactor/amny.ty
3 uacTox/amnyay

Osmolality 285-315 mosmol/kg. 302 mosmol/kg.

OcmonibHicTE 285-315 mocmonb/Kr. 302 mocmons/kr,

pH 5,0-6,5. 6,1

pH 5.,0-6,5. 6,1 MKS, n. 8, Cﬁp .D.2.2.3

Sterility Sterile. Corresponds QCM, 1.9, Ph.Eur. 2.6.1,
membrane filter method

CrepnabiicTs Crepuabsnnii. Bianopigac MK#, n.9, €sp.d, 2.6.1,
seTon Membpaniol ginsTpanit

Bacterial endotoxins Max. 3.4 L.U./ml. <34 1LU./ml QCM, It. 10, Ph. Eur. 2.6.14

Bakrepiansiti enaoToKent Maxe. 3.4 MO/mn, = 3,4 MO/ma. MK, n. 10, €sp. D. 2.6.14

Particulate contamination: Per ampoule: QCM, It. 11, USP 788,

Ph. Eur. 2.9.19

MEKH, n. 11, . CLLA 788,
€rp.®. 2.9.19

* the result is obtained from [PC / *peaynwtaT orpumytors i3 IPC (koutposs y npoueci nupoGuumirna)

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_2020_0050.

Bupo6unua ginbuuun: Bionorime Xaitnemirreas Xeens I'm6X, JI-p Pexeser-mrpace 2-4, 76532 Gaaeu-Baaen, Himeuunua.
Homep aiuensii Ha BHpoOHHUTBO Ta KoHTpomio akocti: DE_BW_01_MIA_2020_0050.

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.
Lium a nidomeepoancylo, uio nasedena suuie indpopmayia € cnpasxcuvoto i mounoro. Cepia npenapaniy 0yaa 6u20Mosaena, & momy uucii
ynakosana i nepegipena, 8 Medcax nPoYeOypi KONMpPoaio akocmi na saznayeniii eunie supodnuait dinonuyi ¢ nosniii eionesionecmi 0o

sumoz npasun Haneucnoi Bupobnuuor Ilpaxmuku (GMP), scmanoenenux micyesuns pezyramopius opzanom,
gionogionocmi 0o cne:m(pmaqm, nepeaﬁa-.re:mx y JMiyensit na s:.fpoﬁnuqmsa Kkpainu-innopmepa Ji c;¢<1Wmfnﬂlu na npodyxuiio,

Name / ITIb:
Signature / ITiognue:

Position / INocana:

Date of release / Jlata Bunycky cepil B npoaax:

Verena Wieland / Bepena B’me )

Q% {'Q ol

11.05.2021

\
Manager/ Ynaés&

a makodie 8 nosnii

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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JIEPXJIIKCITY)KBA
AEPKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOUIIO 3A
HAPKOTHKAMM Y KHIBCBHKIN OBJIACTI

npocrniekT Banepis JloGanoscekoro, 51, m. Kuis, 03110, Ten/daxkc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua. Kon €JIPTIOY 37078774

BUCHOBOK
Npo IKICTh BBe3eHOro B YKpaiuy JikapchKoro 3acoly

13.07.2021 Ne 37283/21/10

MVYKO3A KOMIIO3UTYM

(HalimenyBaHHs TikapCLKOro 3aco6y 3riIHO 3 PEECTPALIHHM TOCBLIYCHHSM)
PO3YHH 1 in'exuiit; mo 2,2 M B ammyni; mo 5 aMImy.J1 y KOHTYpHiH 4apyHKoBiil ynakosui; no
1 KoHTYpHiii yapysKkoBiii ynakosmi y Kopobui 3 kaprony

((opma BHITYCKY, 103yBAHHS, BHI NAKYBAHHS nikapcekoro 3acoby)
Howmep peectpauiiinoro nocsimuenns UA/2946/01/01 crpox nii peecTpauiiinoro noceimyenns 01.01.2099
Cepis nikapcekoro 3acoby Ne 93716 KinbkicTs BBe3eHOro JNikapcskoro 3acoby 11503

Bupobunk bionorime Xaitnsmitrens Xeens I'M6X, Himeuunna

(naliMeHyBaHHA BUpPOGHMKa Nikapckkoro 3acoby, KpaiHa NOXOLKeHHs)

Bseseno B Vkpainy TosapucTBO 3 06MEkREHO0I0 BiINOBIIAIBLHICTIO "KACKAJ MEJIKAJ
PET'TOHH", izenr. xox: 35757357

(HaliMenyBaHHs Ta ko 3a €JIPTIOY iopuanunoi ocobu abo npissume, iM's, no 6atekosi pizuaHoT
ocobu - mianpremus, ii Micue npoxuBanis Ta peecTpauiinui Homep 061iK0BOT KapTkH N1aTHHKA
nojarkis abo cepis Ta HoMep nmacnopra)

Iporoxon BisyaasHoro xoutposmo sin 05.07.2021 M 2261/18.

3a pesyibTarTamH [epKABHOTO KOHTPONIO BCTAHOBIEHO, IO Jikapcekni  3aci6 BBeseno B Vkpainy 3
AOTPHMAHHAM BuMor i nikapceKHX 3acobis.

3actynHuk HavansHyka £ il s EX A\ (‘ V1 'I T Onexciit COJIOJIPAI

(ininianu Ta npissume)
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