AEPXKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

npos. Hanii Ceitaununofi, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kox €IPITOY 37079055

BUCHOBOK
NPpo SIKICTH BBE3€HOro B YKpaiHy JiKapcbKoro 3acody

01.01.2025 Ne 17/25/26

KAJIBIIIO ®OJITHAT-BICTA

(uaiiMeHyBaHHA NikapceKoro 3acoby 3rijlHO 3 peecTpaliifiHuM MOCBIAYECHHAM)
po3uHH nas iH exniii, 10 mr/mu no 20 mu (200 mr) y ¢paaxoni, mo 1 puraxkony y kopodui 3
KAPTOHY

(hopma Bumycky, J03yBaHHs, BU NaKyBaHHs Jikapchkoro 3acoby)
Homep peectpauiiinoro nocsiguenns UA/20499/01/01 crpok aif peectpauiiinoro nocsinuenns 08.07.2029
Cepis nixapcbkoro 3aco6y Ne 40826EB KinbkicTs BBe3eHoro nikapcskoro 3acoby 2000

BHpOOHMK Bennaric I'm6X, HiMeuunna

(nakimenyBanns BUpoOHKMKa Nikapcbkoro 3aco0y, kKpaiHa NoXomKeHH)

Bseseno B Ykpainy ToBapucrso 3 oomexkenoo BignosinaabuicTio "BYCT ®APMA",
inent. kon: 44107410

(naiimenysanns Ta koj 3a €JIPIIOY 1opuamuunoi ocobu abo npissuiue, iM's, no 6aTekoBi
dizuunol ocobu - nianpuemis, il Micue NpokKMBaHHA Ta peecTpauiiinuil Homep o6nikoBoi
KapTKH TIaTHHKA nojatkis abo cepis Ta HoMep nacropra) G

INporoxon Bizyansnoro koutposo sia 01.01.2025 Nz 4536/1. .

3a pesynsTaTaMM JEPXKABHOrO KOHTPOJNIO BCTAHOBJEHO, WO Jikapchkwii 3aci6 BBe3eHO B YKpaiHy 3
JOTPHMAHHSAM BHMOT 3aKOHOJABCTBA L10A0 3abe3nevyeHHs AKOCTi Jlikapchkux 3aco0biB.

Muxona XOJIOAEHKO

0J110) (nignuc) (iniuianu Ta npissuuLe)

NGEAN
Horosk




,é- Bendalis

CEPTU®IKAT BIANOBIAHOCTI

CEPTU®IKAT BUNYCKY CEPII

Hazga npoaykTty:

KpaiHa npuzHayeHHs:

3aMOBHUK

BnacHuk peecTpauiHOro nNocBig4eHHs:
Homep peecTpauiHoro nocsig4eHHs:

Cvna pji/akTUBHICTb:

INikapcbka popma/Popma 3acTocyBaHHS:

PoamMip gozyBaHHsA:

Poamip ynakoBsku:

KinbKicTb yNakoBOK:

API:

Homep cepii bulk:

Homep cepii roTosoi nikapcbkoi dopmu:
[ata BurotosnexHs (aa.MM.pppp):
Tepmin npugaTHocTi (MM/pppp):
PezynbTati aHanizy:

BnacHuk niueHsii Ha BMpobHMUTBO:

Homep niuensii Ha BupobHMUTBO:
Homep ceptudikata GMP
Bepcis:

KomeHTapi:

KANBbUIKO ®OJTIHAT-BICTA 10Mr/mMn, po3unH ans iH'exuin,
20 mn (200 Mr) y donakoHi

YkpaiHa

MICTPAJT KENITAJT MEHEDKMEHT NIMITEA
MICTPAJT KENITAJT MEHE/DKMEHT NIMITEA
UA/20499/01/01

Kanbuito donisaTt 10 mMr/mn

PosuuH ans iH'ekuin

20 mn (200mr)

1 chnakoH y nauui

21 000 ynak.

Kanbuito doniHaT rigpat

40826E

40826EB

26.08.2024

08/2026

amB. CeptudikaT aHanisy, Wo AOAAETbCA

Benpanic 'Mbx, KenbTerpiHr 17, Obepraxivr, baBapis,
82041, HiMeuunHa

DE BY 04 MIA 2023 0005

DE BY 04 MIA 2023 0062

02

HimMeLbkuit KOHTPONBbHMIA HOMEp NiLeH3ii Ha NPoAaX:
44048.05.00

Bunywexo Ha niactasi COPP N2 2678Ph_12 09_131
CoC-Bepcisi 02: oHoBneHHsi hopMynoBatb CoC, AoaaBaHHS
ceptudikata No GMP benpganic Mmbx

Befidaepsi@mbBH: onHoBJeHHa QopmysoBaHs CoC, momaeaHHa cepTudbikarTa GMP It

X Uum 9 sacsigdyio, WO HaBefaeHa Bulle iHgopMauis € AocTosipHol Ta TodHoto. Lo cepito npoaykuii 6yno
BupobneHo (BikloYalodM MaKyBaHHSA/MapKyBaHHA) Ta NPOBEAEHO KOHTPOMb 1i SKOCTI Ha BULUe3a3HaYeHin
OinbHWLUI Y MOBHIM BignosigHOCTI 3 BUMoramu GMP, BCTaHOB/IEHMMM MIiCLIEBUM perynsTOpHUM OpraHoM, a
TakoX BignosigHo Ao crieyudikalii, WO MICTATbCA Yy peecTpauiMHOMYy A0Cbe KpaiHu-iMrnopTepa. [lpoTokonu
BMpobHULTBa, NakyBaHHSA Ta aHanizis Oyno neperngHyTo Ta BCTaHOBMEHO BiANoBiAHICTL GMP

O Uum a nigTBepmkyto, wo etanu BupobHMUTBA, 3a3HadeHi B Yrofi npo TexHiyHy sikictb, 6ynu 3pincHeHi B

noBHi¥ BianosiaHocTi Ao BuMor GMP €C Ta yMoB, onucanux B Yroai ans 3abesneyeHHs BignoBigHOCTI BUMOram
peecTpauiHoro fAocbe, fike HagaeTbed [KoHnTpaxkTtopasuem/BupobHuKOM, Ak cepTudikye Ta BUMYCKae
cepito].

Jata: 24 rpyaHsa 2024 ngnuc
O-p. Knayc->Xypren Kox
YnosHoBaxeHa ocoba

Benaanic MmMbx
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CEPTU®IKAT AHAJII3Y g Bendalis
Mpoaykr: Kanbuito doninaT 10 mr/mn Kpaina: YkpaiHa
Nikapcbka dopma:  Po3unH ang iH'ekuin Po3Mip HanoBHEHHSA: 200 mr/20 mn
Toprosa Ha3Ba: KAJTIbUIKO ®ONTIHAT-BICTA 10 mr/mn Cneuudikauin: SP-058-1008-001
Homep cepii: 40826E [laTta BUroToB/IEHHSA: 26.08.2024
N2 cepii knieHTa: 40826EB TepMmiH npuaaTHOCTI: 08/2026
Tect HonycTumi mexi PesynbTar
Mpo30opuii XOBTYBaTHIA PO34YMH, NPaKTMUYHO . .
i BiNIbHWIA Bifl YaCTMHOK Bianosinae
30BHILWHI BUTNAM PO3UYMHY
- Mpo3zopicte (Ph.Eur., 2.2.1) < Ref1 <Ref1l
- 3abapenenns (Ph.Eur., 2.2.2) <Ys <Ys;>Ys
06'em wo ButAraerben (Ph.Eur., 2.9.17) = 20,0 Mn / nakoH 20,3 mn
- = 10mMKM: < 6000 YacTWHOK / ¢pnakoH 40 y cdnakoHi
HGRNE AL A CTHIOR (R EUr2.9.55) > 25MKM: < 600 YacTMHOK / dhriakoH 8 y dnakoHi
Buanmi yactuHim (Ph.Eur.2.9.20) NpaKTUYHO BiNbHWIA Bif, YaCTMHOK Bignosigae
OcmonsanbHictb (Ph.Eur., 2.2.35) 135 - 175 mocmonb [ Kr 157 mocmons [ kr
BiaHocHa rycruHa (Ph.Eur., 2.2.5) 1,008-1,010 1,009
pH (Ph.Eur., 2.2.3) 7,0-8,5 8,0
InenTudikauia kanbuito (Ph.Eur., 2.3.1)
MeToa A: rniokcanbrigpokciadin Bignosigae Ph.Eur BiAnoBigae
MeTog bB: kanito hepoumania Bignosigae Ph.Eur BignoBigae
2 3 ; ; Yac yTpuMaHHA NOBUHEH BiANOBIAaTU ; :
InenTndikauia oniHaty Kansuito (3a BEPX) PO3UMHY NOpIBHSHHS Bignosigae
. . . ; 10,3 - 11,3 mr doniHaTy Kanbuijto/Mn 11,0 mr/mn
KinbkicHe BU3HaueHHA doniHaty kanbuito (3a BEPX) (95 - 105 % BMICTy BiA 3asIBNIEHOr0) (102 %)
CynposigHi gomiwkm: (3a gonomoroto BEPX)
4-amiHo6eH30in-L-rnyTaMiHoBa kucnota (A) <= 1% 0,10 %
5,10-aucbopminreTparigpodoniesa kucnota (B) < 1% < 0,05 %
®oniesa kucnora (C) < 1% < 0,05 %
10-dopmindoniesa kucnota (D) < 1% < 0,05 %
5-chopminTetparigponTtepoigHa kucnoTa (E) <1% 0,11 %
10-dopminaurigpoconieBa kmicnoTa (F) < 1% < 0,05 %
Bynb-Aka HecneumndikoBaHa AOMilLKa £0,2% < 0,05 %
Cyma He creundikoBaHWX AOMILLOK <1,0% < 0,05 %
Cyma gomilok <275 % 0,21 %
CrepunbHicTb (Ph. Eur., 2.6.1) Bianosigae Ph.Eur BignoBsigae
bakTepiasibHi eHOOTOKCUHH
(Ph. Eur., 2.6.14-Meth A) < 7,6 MO/mn < 3,6 MO/mn
*¥3HaueHHA NpaBuNbHe Yepes oKPYrneHHs
[Aarta npoBefeHHA aHaNi3iB: 10.10.2024
[laTa BTOPMHHOIo NaKyBaHHA: 16.12.2024
BunpobysaHuii 3pa3sok Bignosigae cneuundikauii X TaK [JHi
BunyweHo ana noganbluoi 06pobkmn X TaK [ Hi

Bunyck gincHWM Nuwwe Ansi HacTynHWX eTanis obpobku. BnacHWK peecTpauilHOro NocBiaYeHHs Hece BianoBinanbHICTb 3a

BUMYCK Ha PUHOK.

LincppoBuit nignuc Onbra Kamepep

18.12.24 [Jlata: 18.12.2024 07:24:13+01'00'

Onbra Kamepep

Onbra Kamepep

Hara S ;
HavaneHuk Bigainy KOHTPOIO SKOCTI
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Product name: Calcium Folinate-Vista, 10 mg/ml, solution for injection, 20
ml (200 mg) in a vial

Destination Country: Ukraine

Customer: Mistral Capital Management Limited

Marketing authorisation holder: Mistral Capital Management Limited

Marketing authorisation no.: UA/20499/01/01

Strength/Potency: Calcium folinate 10mg/ml

Dosage/Application form: Solution for injection

Size of dosage: 20 ml (200 mg)

Pack size: 1 vial in a pack

Number of packages: 21.000 pck.

API: Calcium folinate hydrate

Batch number bulk: 40826E

Batch number finished dosage form: 40826EB

Manufacturing date (dd.mm.yyyy): 26.08.2024

Expiry date (mm/yyyy): 08/2026

Analytical results: see enclosed Certificate of Analysis

Manufacturing authorization holder: Bendalis GmbH, Keltenring 17, Oberhaching, Bavaria, 82041,
Germany

Manufacturing authorization number: DE_BY_04_MIA_2023_0005

GMP certificate number: DE_BY_04_GMP_2023_0062

Version: 02

Comments: German reference marketing authorisation no.: 44048.05.00

Release based on CoPP no. 2678Ph_12_09_131
CoC-version 02: update of wording of CoC, addition of GMP-
certificate no. of Bendalis GmbH

X I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labelling and quality control at the above mentioned
site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with
the specifications in the Marketing Authorisation of the importing country. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP

O I hereby confirm that the manufacturing stages referred to in the Technical Quality Agreement
have been carried out in full compliance with the GMP requirements of the EU and the terms
described in the Agreement for ensuring compliance with the requirements of the Marketing
Authorisation(s) as provided by [Contract Giver/manufacturer certifying and releasing the batch].

Date: 2 4 DEC 7024 /L A/ j

Dr. Claus -Jirgen Koch
Qualified Person
Bendalis GmbH

F-QS-42 Vorlage CoC Bendalis V01 Page 1 of 1



CERTIFICATE OF ANALYSIS h Bendalis:
Product: Calcium folinate 10 mg/ml Country: Ukraine
Formulation: Solution for injection Filling size: 200 mg/ 20 ml
Trade name: Calcium Folinate-Vista 10 mg/ml Specification: SP-058-1008-001
Batch no.: 40826E Manufacturing Date: 26.08.2024
Batch no. client: 40826EB Expiry Date: 08/2026
Test Specification limits Result
D lear, yellowish liquid, practically free fi z
iption clear, yellowis |;|:|rt icgsa ically free from -
Appearance of solution
- Clarity (Ph.Eur., 2.2.1) < Ref I < Ref I
- Coloration (Ph.Eur., 2.2.2) <Ys <Ys; > Ys
Extractable Volume (Ph.Eur., 2.9.17) > 20.0 ml / vial 20.3 ml / vial
Sub-visible particles > 10 pm: < 6000 particles / vial 40 particles / vial
(Ph.Eur., 2.9.19) 2 25 pm: < 600 particles / vial 8 particles / vial
Visible particles (Ph.Eur., 2.9.20) practically free from particles complies
Osmolality (Ph.Eur., 2.2.35) 135 - 175 mosmol / kg 157 mosmol / kg
Relative density (Ph.Eur., 2.2.5) 1.008 - 1.010 1.009
pH (Ph.Eur., 2.2.3) 7.0-8.5 8.0
Calcium Identity (Ph.Eur., 2.3.1)
- Meth. A: glyoxalhydroxyanil complies with Ph.Eur. complies
- Meth. B: potassium ferrocyanide complies with Ph.Eur. complies
Identity Calcium folinate (by HPLC) Retention time must comply with reference complies
. ) 10.3 - 11.3 mg calcium folinate/ml 11.0 mg/ml
S e 2 (95 - 105 % of labelled content) (102 %)
Related substances: (by HPLC)
4-aminobenzoyl-L-glutamic acid (A) <1% 0.10 %
5,10-diformyltetrahydrofolic acid (B) <1% < 0.05 %
Folic acid (C) <1% < 0.05 %
10-formylfolic acid (D) <1% < 0.05 %
5-formyltetrahydroptheroic acid (E) <1% 0.11 %
10-formyldihydrofolic acid (F) <1% < 0.05 %
Any other unknown single impurity <0.2% < 0.05 %
Sum of unknown single impurities <1.0% < 0.05 %
Sum of impurities < 2.75 % 0.21 %
Sterility (Ph. Eur., 2.6.1) complies with Ph.Eur. complies
Bacterial endotoxins
(Ph. Eur,, 2.6.14, Meth A) < 7.6 IU/ml < 3.6 IU/ml
Date of Analyses: 10.10.2024
Date of secondary packaging: 16.12.2024
The sample tested complies with specification & yes O no
Released for further processing X yes O no

Release is only valid for subsequent processing steps. The MAH is responsible for the release to the market.

Digital unterschrieben von

Olga Kamerer
18.12.2024 Olga Kamerer Dutum 2034121872413
Date Olga Kamerer

Head of Quality Control
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