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JEPAUIIKCITY)XBA
JEPXKABHA CJIVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBHKIH OBJACTI

npocnekt Banepis Jlo6axoscbkoro, 51, M. Kuis, 03110, ren/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €/IPTIOY 37078774

BHCHOBOK
npo sKicThL BRe3eHOro B YKpaiHy JikapcbKoro 3aco0y

12.11.2020 Ne 60848/20/10

JEKPICTOJI® 26000 MO
(saliMeHyBaHHR AiKapCLKOTO 33C00y IriHO 3 peecTpaliiiAM NOCBIAYCHHERM)
kancyau m'axi 20000 MO; no 10 xancya y 6aicrepi; no 2 6aicrepr y nauni
(dopma BrnycKy, R03yBasHA, BUA NAKYBAHHA AIKapCEKoro 3acoby)

Homep peectpauiknoro nocsinvenns UA/17901/01/01 crpox aif peectpauitinoro nocsimenns 06.02.2025
Cepin nikapcskoro sacoSy Ne 200615 KinskicTh 8BeaeHoro mikapcbkoro sacoby 40340

BupobHux Mmibe I'm6X ApnuatiMiTrens, Hiveaauna
(nafimeHysanHs BAPOGHHKA AIKAPCHKOTO 33c00Y, KpaiHa NOXOAKEHHR)

BaeleHo B YxpaiHy ToBapncrso 3 odMexeHoo pinnosigansricno "MIBE YKPAIHA",
inenr, kon: 38705049

(nalimexyBanna Ta kof 3a EJIPTIOY opuanukoi ocobu abo npizpuile, iM's, no Garbxosi izmunol
0co6 - MiAnpHeMus, if Micte HPEXHBaHHE Ta peecTpauifinnit Komep 0GnikoBOT KAPTKH NNATHHXA
nozartkis abo cepis Ta HOMeEp TACTIOpTA)

Mporokoa Bisyansioro kowrpomo six 10.11,2020 X 3861/1.

32 pesyNibTATAMH JEPKABHOTO KOHTPOMO BCTAHORNGHO, WO JiKapcekuft saci6 BBezeHo 8 VYxpainy 3
AOTPHMAHHSM BHMOT 32KOHOAABCTBA 100 3a0e3nedeH s AKOCTI NiKapChKHX 3acobiB.
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CERTIFICATE OF ANALYSIS
CEPTU®IKAT AHAJII3Y
mibe GmbH
Arzneimittel

/f/'

Product name: Dek‘rist{)fZ(}OGO 1U

T Country of manufacturing: Germany

HalimMeHyBaHHA NPOIYKIi: Jlekpicton" 20000 MO Hepixasa-BUPOOHHK: Hwe‘_ﬂmﬂa
Importing country: Ukraine

Jlepskaga-imioprep: YKpaita

Article-code/Kon apTitkyay: Ident-No / laenrudixauifinuil Homep:
V100607 - ‘ ) o 20692741 -
Strength / activity 1 soft capsule contains Cholecalciferol Concentrate 1.0 MIU/g (Oily Form)
Cuna Jii/aKTHBHICTL 20.0 mg which is equivalent of 0.5 mg or 20000 IU vitamin D,

| KAncy.1a M AKa MICTHIL NoJeRaabUHepoa) (M surasai ouuesntpary 1.0 MMOA
{oniviua dopua)) 20.0 M1, wo ei.unosiaac 0.5 mr. aGo 20000 MO. sitaminy Ds

Dosage Form soft capsule 26000 1U
Jlixapcoka Gopma Kancyan M aki 20000 MO

. Package size and type 10 capsaules in blister, 2 blisters in box
Po3Mip Ta THN NaKyBaHHA fio 10 kancyn vy Baictepi: no 2 GaictepH » nadni
Number of Registration Certificate U'A/17901/01/61
Homep peccTpauiitHoro nocsinueHHa N LUA'17901/01/01 B
Batch number: / Homep cepii: 200615 Batch size (pes.): / Possip cepii (mr.): 40340
Manufacturing date: Jlata pipoOusntirpa: Expiry date: Jlata 3akiHueHHS TEPMiHY NPHAATHOCTI:
06/2020 06/2023

Sachsen-Anhalt, 06796, Germany

MioHxenepurtpacce 15, bpena. CakcoHis-Anxanst. 06796, Hivieuunna
Number of manufacturing authorisation. No. DE_ST_01_MIA_2019_0007
Homep ninensii aiasHuui 3 supoduuursa. Ne DE_ST_01_MIA_2019_0007
Certificate GMP. No. DE_ST_01_GMP_2019_0028

Ceprugikar giznosianocti GMP Ne DE ST 01 GMP 2019 0028

Name and location manufacturing site: mibe GmbH Arzneimittel, Muenchener Strasse 15, Brehna,

HaiimeHyBaHHA T2 MicUEIHANOLKEHHS AiNbHULI 3 BipodHIuTBa: Mide 'MOX Apunaiimirress,

Test Method Specification Result
Ha3pa nokasuika MeT101H KOHTPONO Jlonyerami Mewmi Peyabrar
Appearance visual test Light vellow round soft capsules complics
Omic Bi3}aAbHO Kpai.1i nposopi MAKi kancyau ¢sitao- BiaNoBijac
HOBTOTO KOBOPY
Capsule dimensions measuring diameter: 6.7+ 0.3 mm 6.8 mm/
Po3mMiph kancyau BHMIpHOBAHHS Jlianerp: 6.7 = 0.3 MM 6.8 Mm
Average fill mass weighing e mg = 10 % 99.4 mg/
Cepenns Maca BMiCT) 3BAK) BAHHA 100 s 1 10 % 99.4 s
KancynH 7
Uniformity of hill mass Ph.Eur.2.9.5 Fill mass of 20 capsules has tobe
OaxopianicTh Macl Ph.Eur.2.9.5 determined. . /

Not more than 2 resf[};
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average fill mass by more than 10 %,
none deviates by more thar 20 %
Birznauaots Macy BMicTy 20 kancya.
He Giabuie 2 ina#BiayaIbHHX MAc Mowke
RIZXHAATIICA BIT cepeasboi MacH
BMicTy Ol Hizx Ha 10 %, KoaHa
iHINBI1yaNbHA Maca He Mae
Bl cA Ginbws Hik Ha 20 %o

BiZMOBI A€

Disintegration Ph.Eur.2.9.1, test A < 30 min 286 s/
Po3nazanns Ph.Eur2.9.1. recT A < 30x8 286 ¢
Identity

Inewtidikauin

Cholecalciferol Ph.Eur.2.2.27, TLC Main spot of sample and reference complies
Xoaexanbitigepon TWX. Ph.Eur. 2.2.27 solution are similar in position, colour

and intensity (fluorescence)
OcHOBHA NIAMA. 0ACPHKaHa 118
RHIPOSY BANLHOTO T2 CTAHAAPTHOIO
POIHHHY MAOTh AHAIION IYHE
HOAOACHHSA, KOAIP Ta IHTEHCHBRICTD
{(hay opecueHuis}

Retention times of sample and
reference solution must correspond
Yac \ rpiiv) BaHHA 1KY
Blil’l{k‘lﬁ}'aaﬂl;!l(}ﬂ) p(ﬂ‘illH}' NOBHHECH
B811108I AT HACY YTPHMYBAHHA NiKY
CIaHIAPTHOL O PO3IUIHY

Retention times of sample and standard complies
solution must correspond

Yac yTpimy BakHA Niky BHNpodyBanbHOro BiaAnoBizac
POTUIHY ROBHHEH BIANOBIAATH HaCy

\TPHM) BAKHA THKY CTAHIAPTHOrO

siaNoBiaac

Cholecalciferol Ph.Eur.2.2.29, HPLC complies
Xoneranbungepo:

Bi1MOBiJac

a-Tocopherol
Aasta-Tokodepon

Ph.Eur.2.2.29, HPLC
BEPX. Ph.Eur. 2.2.29

POIHIHY
Assay
KinbkicHe Bi3HaueHHS
Cholecalciferol Ph.Eur.2.2.29, HPLC 19 000 - 21 000 1U/capsule 20088 1U/cps
Xoaekaisiitepon BEPX. Ph.Eur. 2.2.29 (95 - 105 %)
19 006 ~ 21 000 MO ‘ kancy:ry 20085 MO /
195 - 105 %) Kancyay
a-Tacopherol Ph.Eur. 2.2.29. HPLC > 45,0 pg/capsule 57.1 pg/eps

Anbga-Tokodepoi 87.1 MEr * Rancyny
Related substances

Cynposizni JoMmitmki

< 48,0 mKr - kancym

Trans-Cholecalciferol* Ph.Eur. 2.2.29, HPLC S0 % tested on batch
Tpan¢-Xoaekansungepon*® BEPX. Ph.Fur. 2.2.29 200514/
ApPOTECTORANO Ha
cepii 200514
Single unknown impurity, Ph.Eur, 2.2.29.. HPLC < 1.0 % tested on batch
each* BEPX. Ph.Eur. 2.2.29 200514/
Ko#Ha 0afHIMHA He IpoOTeCTUBAHU Ha
izenTHdikosana jomiwka* cepii 200514
Unknown impurities, Ph.Eur. 2.2.29., HPLC <20 % tested on batch

total*
CyMa He izeHTHpiKoBAHHX
aoMimok*

BEPX. Ph.Eur. 2.2.29

200514/

1IPOTECTOBAHO Ha
cepii 200515

Prepared and checked by: Liudmyla Maistrenko
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Sum of al impurities Ph.Eur. 2.2.29., HPLC

Cyma Bcix aomiox™*

tested on batch
200514/

NPOTECTOBAHO Ha
cepii 200514
Microbial purity* Ph.Eur. 5.1.4 Non-aqueous preparations for oral use: TAMC < 19D
Ph.Eur. 2.6.12,2,6.13 Ph.Eur. 5.14 TAMC < 103 CFU/g CFUR
Mikpobioaoriyua uncrora™ TYMC < 12 CFU/g TYMC<10
Ph.Eur. 2.6.12,2.6.13 Escherichia coli negative in 1 g CFU/g
Hesoani nikapcbki 3acobu 114 opanbHoro Escherichia coli
3aCTOCY BAHHA: abs.inlg
TAMC - 103KYO/r TAMC < 100
TYMC _102KYO 'r KYO'r
Biacythicts Escherichiacolin | r TYMC < 10 KYO
‘r
BigcyTtHicTs
Escherichia colis
Ir
Package
Vnakoska
Batch-description the batch-description of the
Oniic cepii package is complied with the batch bulk no. /
batch-decumentation Hediacosana
Oniic cepii Ha yraKoBui sianositac cepin: 200615
JOK¥MEHTaUI! Ha cepito
Description of shelf life description of shelf life is complied complies
Omnc Tepuiny 36epiransa with the batch-documentation
Onne 1opainy 30epiranns sianosizae  Bianosizae
JOKyMeH1aUil a cepiro
Fill quantity FertigPackV 10 capsules in blister, 2 blisters in box compties
Kiapkictb npenapan no 10 kancy v Saictepi. no 2 Saictepu  Bianosizac
B ynakosui 3 Hauil
Comments not applicable
KomeHtapi HE 3aCTOCORYCTLLA
* The tests are carried out for every 3th batch, at least once # year. o ) B .
*Buupods patng npoBolsiLes Ha Koxuii 3-i copil wonaliyenine o pas wa pik.
//7 3 “'J 5 £ Vet
Prepared and checked by: Liudmyla Maistrenko | Approved by: Jang KéBowilt_ il e A ] s
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We confirm,

that this batch of product has been fabricated/manufactured, including packaging and quality control at the
above mentioned site in full compliance with the GMP requirements of the local Regulatory Authority, and
with the release specifications included in the Marketing Authorization of the importing country and given by
the customer. The control of the packaging process meets the requirements.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

MH [HATBEPIKYEMO,

wWo us cepis npenapaty Gy1a BUrOTOBICHA i NPOFLLIA KUHTPOIS } NAKOBKH Ta KORTPOAbL AKOCTI HA BHLUE3TAaHOMY
NiANPHEMCTBI 3 NOBHIN A0vpiManssst sumor HBIL apen’aBachny MiCUEBUMHE PENYATTOPHHMH OpTanami BialH.
Creumdikauii Bunycky npenapaty Bruo4eni 1o Pecctpauiiinoro 10CBI;JYEHHS KpaTHH-IMITOPTEpa i HanaHi
3aMOBHHKOM. KOHTPOAD 3a NPOLECOM VIIaKOBKE BiANOBIIAC BUMOTAN.

38iTH 3 05POBKH, YNAKOBKH | aHATI3iB cepil BYIH NEPErIAHYTI | BIBHaHI TAKHMM. 1110 Bii1OBII2IOTH NPHHLMHNAM
HBO./7

Navde + Sigd Quality cor FoBowics)
Aataiv'g « Hiume Yuosudpawgha ocoda 3 gxoc1itf. Kocogi)

------------------------------- End of Master Sheet e
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