-Heel
Biologische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI

* result secured in the production process / * pesyasTaT rapanTosano B npoueci BupoGunursa %
All analytical procedures related to any official regulation or pharmacopoeia are carried out according to the current edition’
Yei ananiTinni merogniin, wo nos’a3ani 3 Gyas-axum odiuiiininm perymiosannsas aGo dpapmMakonceio, BUKOHYIOThCs BiA

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden, Germany.

Manufacturing and guality control license number: DE_BW_01_MIA_2022_0090.

Product: ANGIO-INJEELS, solution for injection 1,1 ml in ampoules NeS (5x1)
1 isi: AHT'TO-IH'€JIb, po3unn ans in’exniii mo 1,1 v B ammyax Ne5 (5x1)
Batch Ne: 01189 Batch quantity produced in total (packs): 5445
Homep cepii: 01189 Kinskicrs npoaykuii B cepii (ynakosok): 5445
Manufacture Date 31.01.2023 Registration license number: UA/6658/01/01 validity period unlimited
JlaTa BupobHnnTRAa: 31.01.2023 Homep pecerpauiiinoro nocsiasienns: UA/6658/01/01 Tepmin aii HeoGmesxennii
Expiry date: 12.2027 Country of origin: Germany
Tepmin npuparaocTi: 12.2027 Kpaiua noxomkeHnna: Himeuunna
Testing point / oxaznuxu Specification / Cneuudirayis Results / Pesynvmamu | Control methods/
AKocmi Memodu konmponto
Odour Odourless. Corresponds QCM, It.1, GHP,H2.2.1
3anax Bes 3anaxy. Bianosizae MEKS, n.1, GHP,H2.2.1
Clarity Clear. Corresponds QCM, It. 2a, Ph. Eur. 2.2.1
Ilpo3opicTs Ipozopuii. Bianosigac MK#4, n.2a, €ep.®, 2.2.1
Particulate contamination: Practically free from particles. Corresponds QCM, 11.26, Ph. Eur.2.9.20
visible particles*
Mexanivni BRmouenna: MpaxTnuno sinsunii Big 9acrok. Bianosiaac MKH, n.2b, €ep.@. 2.9.20
| Bugnmi wacTkn*
Colour Colourless. Corresponds QCM, It. 3, Ph. Eur. 2.2.2
Koasoposicrs Beabapsunii, _Binnosiaac MK, n. 3, €sp.D. 2.2.2
Colour of ampoules Colourless. Corresponds QCM, It. 4,visually
Kosip amnyn Besbapsuuii. Biagnosinac MIA, n.d4, sisyansuno
Extractable volume 1,10-1,26 ml/ampoule (1,1050-1,2707 g/ampoule). 1,18 ml/ampoule QCM, It. 5, Ph. Eur. 2,9.17
06"em, Mo BUTArAETLCA 1,10-1,26 sn/amayary (1,1050-1,2707 r/ammyay). 1,18 s/ammyny MK, n. 5, €8p.®.2.9.17
Osmolality 285-315 mosmol/kg. 297 mosmol/kg. QCM, It. 6, Ph. Eur. 2.2.35
OcmonnnbnicTs 285-315 moemons/kr. 297 mocmons/kr, M5, n. 6, €sp.®. 2.2.35
pH 5,0-6,5. 59 QCM, It. 7, Ph. Eur. 2.2.3
pH 5,0-6,5. 59 MK51, n. 7, €8p.@.2.2.3
Particulate contamination: Per ampoule: QCM, It. 8, USP 788,
sub-visible particles Max. 6000 particles size > 10 pum. 6 particles/ampoule Ph. Eur. 2.9.19
Max. 600 particles size > 25 pm. 0 particles/ampoule
Mexaniuni Brmiovenns: B opuiii amnyni: 8, @.CILIA 788,
HEBIANMI HACTKR Maxkec. 6000 uacTok possipom = 10 mics. 6 uacTox/ammyny C
Mage. 600 gacTox possmipom > 25 mrm. 0 wacTox/ammy o%lwnr ¢ &
Sterility Sterile. Corre
Crepunsnictn Crepuasumii, Binnos
Bacterial endotoxins Max. 3,4 LU./mL <34 LUAT 3
Bakrepiansui engoroxcunun | Make. 34 MO/ma <34 MO/ &

Alo4oro snaaHus.

BupoGuuua aiasuuus: Bionorime Xaiumsmitreas Xeens I'm6X, [I-p Pexeser-wrpace 2-4, 76532 Bagen-Bagen, Himeuunua,
Homep niuensii na pupofxuurso Ta kontpoaw sikocri: DE_BW_01_MIA_2022_0090.

1 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

Hus & niomsepoacyio, uio nasedena euuie inghopatayia € cnpasaicivoro i mounoto. Cepia npenapamy 6yna suzomo
ynaxogana i nepesipena, 6 sMexcax npoyedypl KOHmpPONIo AKOCHI HA 3a3Hayeniil sunfe supobruviii dinsnuwi ¢ no
sunoz npasun Hanescnol Bupodnuuoi Hpaxmuwxu (GMP), ecmanosneniox Micqegum pezyiamoprust opzangm,”
eidnosionocmi do cnewudixauii, nepedbavenux y Jinensit na eupobruymeo rkpainu-isnopmepa 3i chenu ik&umm na
nepeddauenumi ona docridvcysamux Aikapeskux 3acobis. Joxysenmayin cmocosno eupobHRUINGD, NAKYs
nepegipena, i Gyno scmanoeneno, uio sona sionosioac eumozam Hanesicnoi Bupoonuyol Hpaxmuku (GMP).

Name / I11IB:

Signature / [Tignuc: = d M

Position / ITocaaa:
Date of release / [JaTa Bumycky cepii B npogas:

Verena Wieland / Bepena B’enend

Quality Control Manager / Ynosnosadicena ocoéa 3 Koumponio axocmi
17.03.2023

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 CJIYKBA 3 JTIKAPCbKHUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMM V KHIBCHKIA OBJIACTI

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

BUCHOBOK
NPO AKICTH BBE3€HOr0 B YKpaiHy JiKapChbKOro 3acody

19.10.2023 Ne 50820/23/10

AHI'TO-IH'EJIb
(naiiMeHyBaHHS NiKapCLKOTO 3acoby 3rilHo 3 peecTpauiiiHiM NOCBiAYeHHAM)
po3umnH A in'exkniii; mo 1,1 Mu B amnyJii; mo 5 aMmnyJ1 y KOHTYPHii YapyHKOBi# ynakosui; no
1 KOHTYpHIi YapyHKOBill ynakosui B Kopodui 3 KApTOHY

(dopma BuMycKy, 103yBaHHS, BHJ NaKyBaHHS JIKapchKOro 3acoby)
Howmep peectpauiiinoro nocsiggenns UA/6658/01/01 crpox aii peecrpauiitoro nocsizuenns 01.01.2099
Cepis nikapcskoro 3acoby Ne 01189 Kinskicts BBe3eHoro nikapeskoro sacoby 3000

Bupo6ruk Bionorime Xainesmitrens Xeens 'M0X, Hiveyunna

(naiiMenyBaHHA BUpOOHHKa JliKapcbKoro 3acofy, kpaiHa MOX0KEeHHS)

Baeseno B Ykpainy Tosapucrso 3 oomexenoio BinnosinaasnicTio "KACKAJI MEJIIKAJI
PEI'TOHM", inent. xon: 35757357

(naiimenysanus Ta kox 3a E[IPTIOY ropuanuxoi ocobu abo npiseuue, im's, no 6aTbKoBi (izH4HOI
ocobu - mianpuemMd, ii Micle NpoXHUBAHHA Ta peecTpaniiiHuii Homep 06MiKOBOT KAPTKH NiaTHHKA
noaarkis abo cepis Ta HOMEp nacrnopra)

Iporoxoa Bisyaasuoro kontpomo sin 17.10.2023 Ne 3262/1.

3a pesynpTaTaMHM JIEPKABHOTO KOHTPOIIO BCTAHOBIEHO, IO Jikapcekuii 3aci6 BBeseHo B VYkpainy 3
JAOTPHMAHHSAM BUMOr 3aKOHOIABCTBA MO0 3a0e3MeyeHH s AKOCTI 1iKapChKHX 3ac00iB.

Ipuna ITAJIAMAP

(iniuianu Ta npizsuile)




TEPKABHA CJIVKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM VYV KHIBCHKIN OBJIACTI

npos. Ceitanynoi Hamii, 3, m.Kuis, 02099, Ter/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €/IPIIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOr0 B YKpaiHy JIiKapcbKOro 3acody
10.05.2024 Ne 22519/24/1011
AHI'TO-IH'EJIb

(HaliMeHyBaHHs NiKapChKOro 3aco0y 3rifiHO 3 peecTpaLiifHHM TIOCBIT4eHHAM)
Po34MH JUIs in'eknii; mo 1,1 ma B amnyJii; mo S amMmyJ1 y KOHTYPHii YapyHKOBi# ynakoBui; no
1 KOHTYpHiii YapyHKOBil ynakoBiui B KOpo0ui 3 KapToOHY
(thopma BHITYCKY, 103yBaHHA, BUA MaKyBaHHA MiKapckKoro 3acoby)

Howmep peectpauiitnoro nmocsingenns UA/6658/01/01 crpok aii peectpauiiinoro nocsizyenns 01.01.2099
Cepis nixapcekoro 3aco6y Ne 01189 KinbkicTs BBe3eHOTO Jlikapebkoro 3acoby 2445

BupoGHuK Bionorime Xainemitrens Xeens I'm6X, HiMmeuunna
(naiimenyBanus BUpoOHHMKa NiKapcbKOro 3acody, KpaiHa MOXOMKEHHA)

Baeseno B Vkpainy Topapucreo 3 oomexenor BignosizaasnicTio "KACKAI MEJIIKAJI
PET'TOHM", inent. xon: 35757357
(natiMenyBanns Ta koz 3a €JIPTIOY iopnanuHoi ocobu abo g2

0co6H - minpHem, if Micue MPOKHBAHHA Ta PeECTPaLiFA]
nozatkis abo cepis Ta HOMZE ey

Iporokoa sisyansuoro kourposmo sin 01.05.2024 Ne 1239/1.

3a pesynbTaTaMH  JIEPKABHOTO KOHTPOIIO BCTaHOBJIEHO, IO JIKAapch

%’  Oara EPLOMEHKO

(nianuc) (muu.uu Ta upu.lni.uc}
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