-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

UAL RTIFICATE / CEPTU®IKAT KOCTI

Product: COR SUIS®*COMPOSITUM N injection solution in 2.2 ml ampoules NoS (5x1)
Hpoavkuin: KOP CYIC KOMIIO3HTYM H posuna aas in’exuiii no 2,2 ma B amnysaax Ne5 (5x1)
Batch Ne: 00834 Batch quantity produced in total (packs): 3285
Homep cepii: 00834 KinekicTs npoayxuii B cepil (ynaxonok): 3285
Manufacture Date 21.12.2022 Registration license number: UA/4277/01/01 validity period unlimited
Jata enpoSHuNTEA; 21.12.2022 Homep peceTpaniitHoTo NocBiA4eHHA: UA/4277/01/01 Tepwmin ail neoBamesxenuit
Expiry date: 11.2027 Country of origin: Germany
Tepmin npagatHocri:  11.2027 Kpalta noxomkenss: Himewunna
Testing point / Hoxasuuxu Specification / Cnequdirauia Results / Peayasmanw | Conirol methods/
axoemi Memodu xoumpomio
Odour Odourless. Corresponds QCM, It.1, GHP, H2.2.1
3anax Be3 aanaxy. Bianosinae MKA, n.1, GHP, H2.2.1
Clarity Clear. Corresponds QCM, 1t. 2, Ph, Eur, 2.2.1
|_[po3opicts HMpozopuil. Bixnosinae MK, n.2, €sp.®. 2.2.1
Particulate contamination: | Practically free from particles, Corresponds QCM, It.3, Ph, Eur,2,9.20
visible particles*
Mexaniyni piaouenna: Mpaxruuno sinsnnii eix yacrok Bianosiaac MK/, n.3, €sp.D. 2.9.20
B daeTin® _
Colour Colourless. Corresponds QCM, It. 4, Ph. Eur. 222
Konnoponiers BGeabapsnnii, Bianosinac MICS, 1. 4, €np.D. 2.2.2
Colour of ampoules Colourless. Corresponds QCM, 1. 5, visually
Konip amnyn Beabapsmmii Bianosizae MK5, n.5, pisyansno
Extractable volume 2,20-2,53 ml/ampoule (2,2099-2,5414 g/ampoule). 2,26 ml/ampoule QCM, It. 6, Ph. Eur, 2,9.17
06'en, wo puTArACTLER 2,20-2,53 ma/amnyay (2,2099-2,5414 r/amnyay). 2,26 ma/aminysry MKA, n. 6, €sp.D. 2.9.17
Osmolality 285-315 mosmol/kg. 300 mosmolkg. QCM, It. 7, Ph, Eur. 2.2.35
Ocmoanasnicts 285-315 mocmonk/Kr. 300 mocsonn/Kr, MK, n. 7, €sp. D, 2.2.35
pH 5,0-6,5. 58 QCM, It. 8, Ph. Eur. 2.2.3
pH 5,0-6.5. 58 MKSL, n. 8, €up.®. 2.2.3
Sterility Sterile. Corresponds QCM, 1t.9, Ph.Eur. 2.6.1,
membrane filter method
Crepnabnicts Crepuanunit. Bianosinae MK, n.9, €ep. P, 2.6.1, meTon
memOpaunol pirupaull |
Bacterial endotoxins Max. 3,4 LU./ml <3,4 LU./ml QCM, It. 10, Ph, Eur, 2.6.14
bakrepiansni Maxce. 3,4 MO/ma. < 3,4 MO/ma MEKA, n. 10, €sp. D. 2.6.14
enaAOTOKCHIN
Particulate contamination: | Per ampoule: Q CM It. 11, USP 788,
sub-visible particles Max, 6000 particles = 10 yum, ur, 2.9.19

Mexaniumi Bra0acHIN:

HeBHANMI HaCTKI

Max. 600 particles > 25 pm.

B oaniit amnyai:

Make. 6000 uacrox poisipom 2 10 micm,
Maxkc. 600 uacrok poamipom =25 micm

* the result is obtained from IPC / *pesynsrar orpumywors i3 IPC (konTpoas y npoueci supobim

,  Dr.
Manufacturing and quality control license number: DE_BW_01_MIA_2022_0090.
Bupotuuya ainsuuusg: blosoriue Xaitapmirreas Xeens I'm6X, J-p Pexeser-mrpace 2-4,

A

Homep niuensii ua snpobuuurso Ta xonrpomo sxocri: DE_BW _01_MIA_ 2022 0090.
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fi-Bagen, Himeuugnna.

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 » niomsepoaicyio, o nasedena sunie ingopmayia € cnpasycusoro i mounolo. Cepis npenapamy byna aumm g A
yucni ynaxosaia i nepesipend, & Melcax Hpouedypu Konmponro AKecnd Ha 3a3Haueniii eummge supoﬁnuub}’/m;mrmm
sidnogldnocmi do eumoz npasun Hurexcrnoi Bupobnuyor Hpaxmuku (GMP), scmanognenux miciesust p
maxodc 6 noeni eidnosionocmi do cneyudirayia, nepeddavenux y iyensil ua supodnuymeo xpum:t-iuuop
na npodykuiio, nepeddauenusmu 0AR decaiddcysanux nikapcokux acobie. Joxkysenmayia cmocoeno cup
ananizy cepii Gyna nepesipena, i Gyao scmanoeneno, o sona sionosioac susozan Haaexcnol Bupobnuvor

Name / ITIB:

Signature / Hionuc:
Position / Hocada:

Date of release / lama sunycky cepil ¢ npodane:

Verena Wieland / Bepena B’eneno

Quality Control Manager / Ynoesosasicena ocoba 3 Komponio axocml

24.02.2023
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Biologische Heilmittel Heel GmbH, Dr.-Reckeweg-Str. 2-4, 76532 Baden-Baden, Tel.: +49 (0)7221/501-00, Fax: +49 (0)7221/501-640



JTEP)KABHA CJIVKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBHKIN OBJIACTI

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

BUCHOBOK
Npo AKICTH BBE3€HOr0 B YKpaiHy JiKapchKoro 3acody

10.01.2024 Ne 66415/24/10

KOP CYIC KOMITIO3UTYM H
(naifiMenyBaHHA JTikapchbKOTO 3aco0y 3rifHO 3 peeCTPaLiifHAM IOCBIT4EHHAM)
po3unH Aad in'exkniii; mo 2,2 Ma B amMmyJii; no 5 amMmyJ1 y KOHTYpHIiil YapyHKOBIi# ynakosui; 1o
1 KOHTYpHiii YapyHKOBIiii ynakosui y kopooui
(thopma Bumycky, A03yBaHHA, BMJ NaKyBaHHA JiKapChKOro 3acoby)

Homep peectpauiitoro nocsinuenns UA/4277/01/01 crpok mii peectpauiitnoro nocsixuenns 01.01.2099
Cepis nixapcekoro 3aco6y Ne 00834 KinbkicTs BBE3€HOTO Jlikapeskoro 3acoby 3285

Bupo6auk Biomorime Xaitnemitrens Xeens 'm6X, Himeyunna
(naiimMenyBanHs BUpoOHHKa JliKapcbKoro 3acoby, KpaiHa MOXOAKeHHS)

Beeseno B Ykpainy ToBapucrso 3 oomexenor Bixnosinaasuicrio "KACKAL MEJIIKAJI
PET'TOHM", inenr. xon: 35757357

(naitmenypanns Ta kox 3a €JIPTIOVY ropuanuHoi ocobu abo npj
ocobH - mianpremus, ii Micue NpoKUBAHHA Ta peecTpauiHHHFAOS
nozarkis abo cepis Ta Homep

Iporoxon Bisyansuoro konrpomo six 08.01.2024 Ne 4236/7.

Bitaniit BOHIAPEHKO

(ininianu Ta npisBHiLe)
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