NEPHKABHA CIVYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHM YV KMIBCHKIN OBJACTI
npor, Ceitmmunol Hauil, 3, m.Knie, 02099, ren/ake: (044) 363-06-50
E-mail: di sJ{mgp,dks.aox.na, Kog €PIIOY 37078774

BUCHOBOK
Ipo AKicTs BBe3eHOrs B YKpainy HiKapesKoro 3aco0y

06.08.2024 Mo 37243/24/10

JAEKPICTOJI® 1000 MO
(BaliMenyBanHs JHKAPCHKOT0 33006y MU0 3 PeectPATHENN JIOCHIAUEnITIM)
radaericu no 1000 MO: no 25 tabaerox y Saicrepi; no 2 6uicrepn v nayud
(popMa BRTIYCKY, USYRAHIS, UL TAKYBAHHS AIKapehkoro 3acody)

Howep peeerpaniitnoro mocsiuenns UA/20129/01/01 erpox mif peccrpaniitnora noesimenns 03.08.2028
Cepis srikapenkoro sacoby Ne 240129 Kismpxicrs pesenoro gixapeskoro sacoty 14100

Bupobunk MiGe I'MOX ApriadsmiTresns, HiMewunna
(natenyrats papodumka AlKapepkoro sacoby, kpaina roXoLKenH}

Brescwo v Yipainy Tosapuerso 3 odmeskenoo simnosinansuicrio "MIBE VKPATHA™,
inenr, wox: 38705049
(waitmerysanay ra xox aa CJIPTTOV wpuarnol ocoby aBo npissunte, iv'a, o Sarskosl Hisuunol
ocobr - mianpaemin, i1 micue npoxuBadis Ta peectpaniiinuit nomep obNIKOBOT KapTRY WATTIRIA
foatKiB afo cepit 1a HOMEp nacnopTa)

Hporoxos sisyamsnore xonrpoxe nix 24.07.2024 M 2152/2.
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CERTIFICATE OF ANALYSIS
CEPTU®MIKAT AHAJI3Y

"Product nante: Dekristol 1000 1U “ Country of manufacturing: Gerniany
' Haitseenynanis npoaviuiis Jekpicron® 1000 MO Heprmupu-supodnii: Hine i
‘ Importing country: Ukraine g
; N Hepmapa-innoprep: Yepai B
~Article-code/Koa aprimyny: Ident-No / |, 1u||ns(]nmmxmml nmnq)
: VI00867 24062911

One tablet contains Choleealeiferol Concentrate (owder Form) 25 meg which
is equivalent of 300 U vitawin Dj

I rabaerka MICTHTD XOASKAALLIIDEPOAN (v BRI KOULCITIPATY [ HopOiIRoOBa
i rlmp\n )23 MRT 110 m mummu l(. YO NO rirasamy D

Strength /activity

Cuna alakTRBRICTL

| Dosage Form L wblet 1000 1L
Hikapeska gopata Cradaeriit no 1000 MO
* Package size and (ype - 25 tablets in blister, 2 blisters in box
~Poamip rarun nagy sasis ! 1o 23 tabeior  Gaicrepi; no 2 Saicrepity navu
"Number of Registration Certificate UA/20129/01/01
Hoszep pecerpauiiinore nociiuciii Ne UASZ0120°070.01 o
Bateh number: / Hosep cepii: 240129 Bateh size (pes.): / l’m\up u.pll (i) 14100 ;
. Manufacturing date: Jata sipodninlrea: Expiry date: / Jara sakinucuns Tepyiny nprmnutmn
012024 0172027

¢ Name and location manufacturing site: mibe GmbH Arzneimittel, Mucnchener Strasse 15, Brehna, Sachsen-

Anhaltc 06796, Germany

Flafinens saiins v sicue st LRerni a3 snpodiinesa: side 1siON Apunaiivirrean, Mionsenepuipacee

o 130 Bpena. Cakeonis-Anxainr, 96796, Hivewaina

i Number of manufacturing authorisation. No. DE_ST_01_MIA ’073—_0 0%

CHoaep Aluesiv aaeimnd 3 sopodairsa, Ne DE_S I_UI M, A 2023 0003 :
Certificate GMP. No. DE_ST_01_GMP_2023 0012 5

- Ceprigdikat sianopizuocti GMP Ne DE ST 01 GMP 2023 0012

Test Method Specilication Result
Hasua pows now NMe 1o BOB oo Jonyenng s Pc A TB T
Appearance visual inspeetion white. oblong tahlet, double sided complies
Onie BVIKILHG seared
BIAOIQ KOALOPL L AORFACH L0 T HIRHINRE
PHEROIO 3 000X GuKiB
Tablet dimensions nieasuring dinmeter: 9.9 - 10,3 mm HLT mm
Posatipn radacyin BHAMIOBI IS thickness: 2,6 - 3.0 mm 2.8mm
Hiasierp: 9.9 - 103 sy EUSIRVS
Torug: 2.0 - 3.0 A1 2.8
Resistanee to crushing PiFur.2.9.8 30~ 120N AN
e 1 (adac o o Pl ur. 2N 30- 12011 SEH
PULBIOBU N
Average mass weighing 140+ 3 mg 140 me

E"Appr')‘m 1 by Friedrich b

fepar

. signature L signature

-
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RUERSRIN
Uniformity of mass
OopiARICTy MaCH

Disintegration
Posnazaautis

Friability
Crupanierh 101 10K
Dissolution
Posunsenns

Identity

Lreirradikauia

Identity Choleealeiferul
Pronrsbisiits

NaJeraipitidiepot

Hdentity Choleealeiferol
Lrenninpikautis
Noaeka wihepo

Hdentity u-Tocopherol
Prerrridiais

Al TOROY POt

Assiy

Kizbricne sirsiiaue g
Assay Cholecadeiferol
INLABRICHS Bishe iy

Nadlekanbdepost

Uniformity of cantent
Chaleeaiciierol
OAROPIAHICTL A030BAHIN
QAL NOACRUALLH(epOs
Puarity

Cynposiau Tovitu

Total impuritices
Cholecaleiferol

R A IO

Noeraabiigepon

S B
Ph.linr.2.9.5
Ph.bur.2.9.5

Ph.Eur.2.001 in 1120
Ph.Eur, 290 8 HO

Ph.lur.2.9.7

Ph.Fur 2,93, apparatus 2
every Sthhateh

Ph.tur 2.9.3, npuaan 2.
ROMKHA S-Ta cepis

Ph.Rur.2.2.27.TLC
THIN. Phobar, 2.2.27,

Phobar 2,229, HPLC
LN Pl

PhoFur 2229 1HPLC

L’

Photor, 1229, HPLC
i e

Photing 2

BLPN.

Ph.lar 2229, IPLC
BLEPN, Ph.Far. 2.2.09

140 = 3 ar

Not more than 2 tablets deviate from
average mass by more than 7.5 %,
none deviates by more than 15 %

The Gibine 2 Domi s an iy NG s
BUANTETATHCS 817 COPUatnod v

BTy Gl i i S e o
TRCTRT IV QL IR MR HE e

B e Ghibhii ek i 13 o

<15 min

SN BN

1.0 %

1.0 vy

80 %6 (Q) of the determined amount
are dissolved within § nrinutes

> 80% (Q) BusHaueHOT KIALKOCTI
POTHHIACTLCA DPOTATOM § NBHIUTH

AN

IV A

Main spot ol sample and veference
solution are similar in position. calour
and intensity (fuorescence
QCHoBHA TARNLL QISR A
BHIPOGS BAALHONO T3 CTULQPTHON
POTHIHY ARHOTH QHATO! P
PRLTOIRCHHSE, KOdiD 1L THCH i i (.
Gpyopecueings

Retention times of sumple and
referenee solution mast carrespuoitd
Hac Viprisyeasng 1misy

BIHOPOOY BUALHONOY PUIHIMNY NOBIHHCH
BIANOBIIATH HACY YTPININ RUHHS RIKY
CTULLEIPTHONO P iy

Retentiun times of sample and
standard solution must corvespond
Hac y rpanas smo i

BIRPOON RLAWHOFQ PO NoBiHe !
BLATOBEIATI SHICY VIPIAMY BIHIUE KD
CTUHPTIOND POBHRHY

(048 JIS3 M ublet

(OR - H0A 2 hused an nesiast with
stability overaye of 10 %)

JOAS — FLS3 MO 1a0ae i

(93 — 103 %% 4 OCHOBE HOMBELILHGHD
SHREMSI S 5 nict b e, o
AOMNCRACTHE N T ")

Must be conforming to Ph.iur. 2.9.40
with [.1=20

Howsumo sianosian Fhilore, 2,900
3 L1=20

< 4.0 v
<409,

~ Prepared and checked by: tiudmyla Maistrenkao

40 r
complies

BRGIIERY

1S5
1§ ¢

“.I L 0
0.1
DA

91 %

Complics

BNOBLAC

Camplies

BEINOBEL G

Complies

BTG

FI34 TU tablet

IRERNTORFTOIN

Coniplics

GEIOR L

0.31 %
3"

SIgnaiure

o
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Microbial purity
Mikpodiogoritu wietoii ] o .

Microbiological guality Ph.ur, 5.1.4, Non-aqueous preparations f Complies
Ph. Eur. 2.6.12, 2.6.13 or once in a year. whichever  usc:
MikpoSinIoriva et is carlicr TAMC < lO;’ CrUu/g
Pinlur, 2.6.12. 2.0.13 Ph.Lor. S04 TYMC €107 CFUig
gevkpa U= 10 cepis ado oain Escherichia coli negative in 1 g

P PRSI B FoLo. Hepoani Jikapebki sucodin L TSI ERT
Hive 1sh,.03 1L 4 P QPRALTIOIO B TOCE BALPL
TAMC 10 KYQ o
TYMC 0T RYO
Biacymuicrs Fxcherichia coli

Package
N IROBRG

Bateh-deseription the batch-description ol the Bateh bulk no.

Oune cepii package is complied widh the 240129
hateh-documentation Fleacortite cepia:
Onne cepii na y OB BLanesi 2dully
JORYMEHTIUT ha cepiio

Deseription af shelf life deseription of shelf life is complicd complics

Onne repainy 3depiran with the bateh-documentation
Onne Tepyitis IOepirai sianosi L ARIIGHHR
AOKY AT N eepiio

Fill quantity FortigPack V' 35 qablets it blister. 2 blisters in boy camplies

RETBRICTL Operiapary no 23 fadaerar v doactepi, no RRIISEINRT

B AHAKOBID Gaicrepn v nakii

Comments nat applicable

Kosenrapi e S0 TOCUL Lol

[ hereby certify that the above information is authentic and aceurate, This buteh of product has heen
manufactured, including packaging/labelling and quality control at the above mentioned site in full coniplinnee
with the GMP requirements of the loeal Regulatory Authority and with the specilications in the Marketing
Authorisation of the inporting country for Investigational Medicinal Products. The hateh processing.
packaging and analysis records were reviewed and found to be in complinnee with GMP

L ¢ 3aCEIU 10, D10 Haveaend Biiue inpopaadis ¢ gocrosipoi Ta Tornoio. Lo cepia Hpoay kUil 63 10 supodiaeno
(BICHOUIONTE FEIRY BATHE PRV BN ] 1 (PORCISHN KOHTPODL T kot N prate s naue il s Y noeni
pianonioeyi s siniormtis GNP, BCTaioRIC G MICHERIN PErYISTOPIINT OPFEHUAL e BRUBTINIEEN
coettiiatiin, 11o SieTTe N pere Aoy Soene EPATHI-IMPOPTCRR T PRIt 1 ORI TR RIS
ATRPCBROEO ard T L i O L DR B T AU O Lo HEDQTL IS E B BT i

pianosiicers GNP

s

Tlava n T HEENC Y IORHOBERY Ga 0dota 3o s fanines

-------------- AL Fnd of Master Sheet B SGUDEEELEEE

& Maistrenko " Approved by: Friedrich Koppe

! Prepared and checke

Csignaire

alure
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