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CERTIFICATE OF ANALYSIS
CEPTHMIKAT AHAJII3Y

Master CoA sheet

Product name: Vitaprompt
Haiistenysanna npoayxuit: Biranposr®™

i Country of manufacturing Germany
i Hepaasa-supodunk Hivemmng

| Fmporting country: Ukraine
| Hepwapa-innoprep: ¥Yepaiva

VIo0933

Article~code/Kon apruxyay:

! Tdent-No / Laenrudinanif
L 25163931

il nosep:

Strength /activity
Crata gIakTUBRICTD

1 mi of solution contains 1000 meg of cyanocobalamin (vitamin Byz)
1 s posuniry aderiert 1000 sxr idanoroBanaatiiy (sivasiu Byr)

Dosage Form
Jixapebrs dopaa

solution for injection, 1000 meg
podsis aas i ekuii no 1000 mer

Paclage size and type
Posaip ra man nakypanms

I mi of solution in an ampeule; S ampoules in box
no b apt poatny B aMinyai oo 3 asnya y nadui

Number of Registration Certificate
Hoaep peecrpauiiinaro pocalauenns

UA20713/02/01
Ne DIASZ0T] 30201

Batch wwumber: / Hosep cepiit 230908

Batch size {pes.y: / Posmip cepil () 5043

092025

Manufacturing date: fara supoduisrea:

Expiry date:/ [lata sarinucHns repsin

0972030

1y fipHARTHOCT

Name and location manufacturing site: mibe GmbH Arzneimittel, Muenchener Strasse 135, Brehaa, Sachsen-
Anhalt, 06796, Germany

HaliMenynanng 1a sHCLCINENOARCHEA JinenH 3 supobuuursa: side I'MON Apupaitairreas, Monxenepurrpaccee
13, Bpena, Carconig-Anxaanr, 06796, Himeumma

Number of manufacturing authorisation. No. DE_ST_61_MIA_2024_0019
Hosep aivessit ainsniud 3 supaGringrsa. No DE_ST_01_MIA 2024 0019
Certificate GMP, No. DE_ST_01_GMP_2024_0031

Ceprudiinar sianmosiavecyt GMP Ne DE ST 01 GMP 2024 0031

Tests
Hanea oorasmixs

Method
METomt ORI

Specification
Honyera sead

Result
Pesvasrar

Appearance

Onne

Extractable volume
Q6" en, MO BETHFECTLEN
Particulate
coptamination:

visible particles
Mexaningi prmonenus:
BHIHMT YBCTHHKS
Particnlate
comtamination:
sub-visible particles
Mexanisni aamenis

Ph. Bur, 2.2,
Ph. Bur. 201
Ph. Eur. 29,17
£h, For, 2.9.17
Ph. Eur. 2.9.20
Ph. Eur. 2920

Ph. Eur, 29,19 (test 18)
Ph. Bur. 2.9.19
fwsnposysanns L.B)

Clear, red solution

Tiposopuil, septonudl povinn

00 — 145 mlZampoule

£00 - LIS am/meaa

Practicatly free of visible particles
Tipaerimie qe MICTiITS BIIUMIL
HHCTOK

NMT 6060 particlesfamponte 2 10 ym
NMT 600 particlesiampoule 2 18 um
He Giapwe 6000 wacrumog 8 astyal
AR HACTHAOR 22 1) MKM

complics
phITORIAAEY

1,03 miampoule
.03 safanrysa
compifies
Bifptopinae

o

o

sigagtire

Frepared and checked by: tiudmyla Maistrenko

Approved by Friedrich Koppe .

! signature

4
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HERUEHME HACTHHRY

pH
pH

Qsmolality
CcaMoasanuicTs
Hdentity
Vaenritdinatin
Cyvanocobalamin
HianoroSananin

Ceanneobalamin
UianoroGanavin

Purity

Cynponizui omims
fmpurity A
Jositea A

Impurity B
Houiiuka B
tmpurity D
Homimea D
Impurity £
tpurity B
Impurity F
Jdovika F
Impurity RRT 1,71
Hostuea RRT 171
Unknowu impurity, each
Hebientndikonuna
AOMUUKA, OINHIEKA

Ph. Fur. 2.2.3,
putemtiometric
determination
Phlur, 2.2.3,
AOTEHUOMETPRIMEHE
BHAHANOHIS

Ph, Kur, 2.2.35

Ph.Eur. 2.2.35

UV-VIS

Ph. B, 2,2.25:
Monograph cyanecobaiamin
Adcopliiing
CHeRTROGeTOMSTRIA 3
yALTpAgoATTOBRH | AHamAN
obaacrsx Ph.Eur, 2.2.2%:
Monpgraph cyanocebalamin
TLC

My Eur, 2.2.27

TIIX

Pl Eug, 2:2.27

HPLC

Ph. Eur, 2,2.29
BEPX

Ph.Eur, 2.2.29

He Ginptue S04 wacTisOK 8 aMuyii 118

YACTHHOK 3 23 MEM

270 ~ 340 mosmolkg
270 - 340 MocMoThRE

AQB61 nm) 7 AQR78 nm) = 170 100G
AL361 nm) £ ASI7-559 nm) = 3. 015

345

AL361 um}/ AQT8 umy = 1701 90
ALZHT mvd £ ALSAT-R59 gy = 308 <

343

Main spot of chromatogram of spmple
wnd reference is identienl in Incation,

colour and size

Qcuonua MIAMA 1A XpoMarorpasd
ﬁl{!'ipi}ﬁ}'ﬁ?}ﬂb"(}l'ﬁ BPWIKG T POIIHHY
CTANAPTHOTD SPARK HIEHTIYHA 30

POTERIY BBHHAS, KOILOPOM T3
poIMipon

NMT 0.7 %
He Ginbute 0.7%a

NMT 0.8%
He Sinbute £.53%
NMT 0.3 %
{e Giwtue 0.5%
NMT 0.5 %
He Gispne 0.5%
NMT 0.5 %
He Slaeune 0.5%
N\” 0.3%
He Glaswe 0.3%
NMT 0.5 %
He Slaste 0.5%

Master CoA sheet

o
N

n

285 mosmalkg
285 MoeMOoAL KT

1.84
3,27

b
F

0d
3
~3

complies

sianarinac

0.23%

0.23%

{,08%

1.08%

0.03%,

,05%

0,219

02105

HL19%

0197,

<0,03%

EORAY

RRT 0.89: (.21 %
RRT .89 121"

RRT 0,84 8,10%
RRT 0,54 6,10%

RRT ,55: 0,19%
RRT 0,35 01199,

RRT .81 0.07%
RRT (.81: 0.07
RRT 11,88 0.09%
RRT .88 0.09%

RRT 0.90: 0,12%
RRT 0.00: 0,13

RRT 1.19: 6.07%

Preparad and checked by: Livdmyla Maistrenko

Approved by: Friedrich Koppe

signoture

signature
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Total impurities
Cvma oainsor

Assay

Kisnwiene srinaneins
Cyanacobulamin
LanoxkoGanantin

Microbiology
Mikpodionoriuga wierern
Sterility

Crepmptict

Bagteriat endotoxing
Bakrepian i cHIOTORCHIN

UV-VIS/Ph, Fur. 22,23
Adcopbuiitta
CreRTpohoTOMETPISL B

yitpahioaeTonill § sz

ofinacrax PhEur. 2.2.25

Ph Fur, 2.6, membrane
filtration

Ph.Eur. 26,9,

Menpansa Gl Tpasis
Ph. Bur, 2.6.14, method A
Ph, Ewr, 2.6.14,

MeTon A

NMT 3.6 %
He fispine 3.0%

430,0 ~ 16300 pg/m!
93,0 %% ~ 105.0%
300 - 10300 mcrian
95.0 % - 1015.0%

Sterile
Creprannuii

< 350 $iml
<350 MQiua

aster CoA sheat

RRT 1.19: 0.07%
RRYT 1,48; 0.10%
RRT 1,48 0,10%
RRT £,33: 0,12%
RRT 1.53:0,12%
RRT 1,76: 0,06%
RRT 1,36 0.00%
1.95%

1.95%

9978 pgiml

0078 MEra

complics

BLANOBIAAE

< 30 I m]
<30 MU 0

¥os ke o
Package
¥rakoska

Bateh-description
e cepil

Description of shelf life
Chwe repyiny afepiranim

Fill quantity
Kinvwicrs npenapary
B YRaKORH]

Comments
Komewrapi

PV-0-001

PV-Q-001

FertigPackV

not applicable
He JACTOCORVCTLEH

the bateh-description of the
package is complied with the

bateh-docamentation

Onpe cepit ua viRRosul BIAHORIIRC

HORY MOHTALT 1A cepio

deseription of shelf life is complicd
witls the bateh-tdocumentation
Onie repaiay 38epiranng sianosiase

JoKyMerTanii Ha cepiio

Sampoules in hox
1o S amny1y navli

250908
2500908

comphies

alnom g

complies
i Anosiaac

I hereby certify that the above infermation is authentic and uccurate. This bateh of produci has been
manufactured, including packaging/labelling and quality contrel at the above mentioned site in full
complinnce with the GMI' requirements of the local Regulatory Authority and with the speeifications in the
Marketing Authorisation of the importing country for Investigational Mediciual Products. The batch
processing, packaging and analysis records were veviewed and found to be in complinnce with GMP

Peepared and checked by Liudmyla Maistrenlo

Losignature

i signature

S Approved by Friedrich Koappe




Pagedola Master CoA sheet

i 5 3aceizuyio. 1o uaseaeHa siaue inopualtin € aocrogipuow 11 Touxoo, Lo cepito npoaywiii Gyao
BHPODACHN (BIGHONBIOUI NAKYBAHHA/MAPRYBAHAY T POBEACHD KONFPOITh T sK0cT] Ha miweIazuancuili Azt v
nobniii piioaianectt 1 Busorasy GMP. BCTAROBASHIMI MICLICBIM PErYASTORHNM OPFaHOM, & TAKO# BENCBLAHO
10 crietudiraniil, mo MICTIThes ¥ peceTpatiiiHoMy A0Cke KpaTHI-IMTIOPTEPR 1A HPEnapaT A1 A0CTUDKY BT
Aigapeskoro wmeody. MpoTokoni eupoBuuuTRa, IAKYEAHS Ta aUaaite 5y/0 NCPerIRHYTO T RCTIHORICHO
sianonianicrs GMP

e

05 BEL W05

Date’Name + Sign Quality comen] oFKa|
Harin g+ e speicranuien saaii konipomo srocr
b Kouaey

S A RS SR ST i End of Master Sheet

frepared and checked by: Livdmyla Maistrenko Apgroverd by Frisdrich Koppe |

signotore L sinoire
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