-Heel
Biologische Heilmittel Heel GmbH

Baden-Baden, Germany
QUALITY CERTIFICATE / CEPTUDIKAT SIKOCTI

Product: MUCOSA COMPOSITUMS, solution for m}ectlon 2,2 ml in ampoules, Ne5 (5x1)
Hpoaykuis MVYKO3A KOMIIO3UTYM, posuun ans in’exuifi no 2,2 Ma B ammyJax NeS (5x1)
Batch Ne: 05556 Batch quantity produced in total (packs): 9120
Homep cepii: 05556 Kinexicrs npoayxuii B cepif (ynakosox): 9120
Manufacture Date 29.02.2024 Registration license number: UA/2946/01/01 validity period unlimited
JlaTa BupoGuuurea: 29.02.2024 Homep peccrpauiiinoro noceigyenns: UA/2946/01/01 Tepmin ail HeoBmexenuii
Expiry date: 01.2029 Country of origin: Germany
Tepmin npuaaTHocTi: 01.2029 Kpaina noxomkenns: Himeusuna
Testi HUKY Specification / Cunenudbicauin Results / Pesyavmanw | Control methods/
aKocmi Memodu xoumponio
Odour Odourless. Corresponds QCM, It.1, GHP,H2.2.1
3anax Bes aanaxy. Bianosiaac MKH, n.1, GHP,H 2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 2.2.1
IIpo3zopicTs Tpo3opuii. Bianogiaac MKS, n.2, €8p.®. 2.2.1
Particulate contamination: Visible | Practically free from particles. Corresponds QCM, L3, Ph. Eur.2.9.20
particles*
Mexaniuni semouenna:smumi | Mpaxmiuno sinsnuil pin wacror Bianosiaac MEK5, n.3, €8p.®. 2.9.20
YACTKH*
Colour Colourless. Corresponds QCM, It. 4, Ph, Eur. 2.2.2
KonsoposicTs Beabapsuii. Bianosiaac MK, n. 4, €sp.®. 222
Colour of ampoules Colourless. Corresponds QCM, It. 5, visually
Kosip amnyn BeaGapenii. Bignosiaac MK, n.5, sisyansno
Exstractable volume 2,20-2,53 ml/ampoule (2,2099-2,54 14 g/ampoule). 2,30 ml/ampoule QCM, It 6, Ph. Eur. 2.9.17
06 em, wo puTAracTEEN 2,20-2,53 ma/amnyny (2,2099-2,5414 r/amnyiy). 2,30 mn/amnyay MKH, n. 6, €op.P. 2.9.17
Osmolality 285-315 mosmol/kg. 299 mosmol/kg, QCM, It. 7, Ph, Eur. 2.2.35
OcmonansuicTs 285-315 mocmonn/kr. 299 mocmons/ur. | MKSA, n. 7, €sp.®. 2.2.35
pH 5,0-6,5. 6,1 QCM, It. 8, Ph. Eur.2.2.3
pH 5,0-6.5. 6,1 MKA, n. 8, €sp. @, 2.2.3
Stenlity Sterile. Corresponds QCM, 1.9, Ph.Eur. 2.6.1,
membrane filter method
CrepmisiicTs Crepuavunii, Binnosiaac MKHA, n.9, €sp.®, 2.6.1,
meToa memGpaunol binsTpauii
Bacterial endotoxins Max. 3,4 LU./ml, <3,4 LU/ml. QCM, It. 10, Ph. Eur, 2.6.14
BakTepiansui engorokeni Make. 34 MO/sia. < 3,4 MO/sun. MK, n. 10, Eop. @. 2.6.14
Particulate contamination: Per ampoule: QCM, It. 11, USP 788,
sub-visible particles Max. 6000 particles > 10 pm. 26 particles/ampoule | Ph. Eur.29.19
Max. 600 particles > 25 pm. i
Mexaniuni prmouenna: B opuil a]:::,m: g H NGRS MIKH, n. 11, ®. CILIA 788,
HEBITIM HACTKIL Makec. 6000 uactok posmipom 2 10 sk, €op.®.2.9.19
Maxke. 600 uacTox posmipos = 25 MK

* the result is obtained from IPC / *pesysistaT otpustyiors i3 IPC (koutposs y npoucci supoGun

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4,
Manufacturing and quality control license number: DE_BW_01_MIA_2023_00!

Bupobunya pinennus: Bioaorime Xaitasmitrens Xeens Tm6X, JI-p PexeBer-m
Homep sriuensil na BupoSunurso a kourpomo axocri: DE_BW_01_MIA_2023 _

I' hereby confirm that the above information is authentic and accurate. This batch of p as 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.

Hust a nidmaepdaicyro, 1o nasedena euwie indhopmayin ¢ cnpasaicnsoso i mounoio. Cepin npenapamy Oyna euzomosenena, 8 mosy qucni
ynaxosana i nepesipena, 8 Mesicax npouedypu Konmponio akocmi na Iaanaveniii eune eupoduiiii dinvuuyi 8 nosniit sidnosidnocmi do
suatoz npasiwn Hanesicnol Bupodnuwoi Hpaxmuxu (GMP), ecmanosnenux micyesust pezyramopuun opzaiios, @ MAKOXNC & NOGHIN
sidnogionocmi 00 cnequdhiraniii, nepeddavenux y Jiyensit na supoénuymeo xpainu-innopmepa 3i cneuuq)maurum Ha npodykyiio,
nepedbauenumu Oaa docridcyeannx AiKapeLKkux 3acobis. JoKysenmauin cmocosno supednuimea, ﬂmgwm.u i M@&}Jﬁpﬁ dyna
nepesipena, i 6ya0 scmaloeieio, uio soua sionosidac sumozan Hanexciiof Bupobuunoi Hpaxnuiku (GMP)’ _’ s o

\\( N\

Name / [1IB:
Signature / Iignuc:

Quaif!ngMager/ Ynoauosaﬂqg _y:réapmo axocmi

02.05.2024

Position / ITocaaa:
Date of release / JlaTa Bunycky cepii B mpoaga:

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 CJIVIKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOUTIO 3A
HAPKOTHUKAMMH YV KHiBCHKIN OBJIACTI

npos. Ceitaugroi Hanii, 3, m.Kuis, 02099, ten/taxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APTIOV 37078774

BUCHOBOK
Npo sIKiCTh BBE3€HOr0 B YKpaiHy JiKapchbKoro 3acody

10.12.2024 Ne 64015/24/10

MYKO3A KOMIIO3UTYM

(HalimMenyBaHHS NIKaPCHKOTO 3ac0By 3ri/IHO 3 PEECTPALIHHAM TIOCBITYEHHAM)
PO3YHH LISt iH'€KUiH M0 2,2 M1 B aMITyJTi; 0 5 aMiyJ1 y KOHTYpHIll yapyHKkoBiii ynakosui; mo
1 kouTypHiii yapyHKoBiii ynakosui y kopodui 3 kapTony

((opma BumycKy, M03YBaHHS, BHIL IAKYBaHHS JIIKAPCLKOTo 3ac0by)
Homep peectpauiiioro nocsingenns UA/2946/01/01 crpox xii peecrpaniiitoro nocsiguenns 01.01.2099
Cepis nikapcskoro 3acoby Ne 05556 KinekicTs BBe3eHoro mikapeskoro 3acoby 9120

Bupo6uuk Bionorime Xainsmitrens Xeeas I'M6X, HiMeuunna

(HaliMmeHyBaHHA BHPOGHMKA NiKapchKoro 3acoby, KpaiHa MoXoIKeHHs)

Bseseno B Vipainy TosapucTso 3 o6meskenoio Binnosizaasnictio "KACKAJI MEIIKAJI
PEI'TOHH", inent. xox: 35757357

(HalimenyBannsa Ta kozt 3a €/IPIIOY iopramunoi ocobu abo npissuuue, im's, mo HaTbkosi disnynol
ocobu - mianpuemus, ii Micue npoxHBaHHA Ta peecTpauilinnii Homep 06/1iKOBOT KAPTKH MIATHHKA
nozatkis abo cepist Ta HomMep nacnopra)

IIporoxoa Bisyansuoro konrpomo sin 04.12.2024 Ne 3830/9.

3a pesyibTaTaMM A€PKaBHOTO KOHTPONIO BCTAHOB/NEHO, IO JiKAPCHKH
AOTPHMAHHSM BHMOT 3aKOHOJIABCTBA MO0 3a0e3MeYeHHs AKOCT JKapch

Onsra EPBOMEHKO

{ninmuc) {ininiany Ta npizsume)
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