JEPKABHA CJIYJKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIN OBJIACTI

mpocnekt Banepis JlobanoBcskoro, 51, M. Kuig, 03110, Tex/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APITOY 37078774

BUCHOBOK
NPo AKICTH BBE3€HOr0 B YKPaiHy JiKApCHKOTro0 3ac00y

16.06.2023 Ne 27372/23/1011

KAJILIIH -/13 HIKOME] 3 M'STHAUM CMAKOM

(HafiMeHyBaHHS JIiIKapChKOTO 3aco0Y 3rilHO 3 peecTpalifHuM IOCBITUYEHHIM)
Ta0JeTKH KyBaabHi; 10 30 TabdaeToK y ¢iakoni; no 1 ¢piakoHy B KapTOHHIH KopoOLi
(dopma BHIyCKY, O3yBaHHS, BHJ IAKYBaHHA JIIKapChKOro 3acoby)

Howmep peectpaniitroro nocsimaenns UA/10610/01/01 crpox nii peectpaniiinoro nocsimaenns 01.01.2099
Cepis nmikapcekoro 3aco6y Ne 12419163 KinbkicTs BBe3eHOrO mikapcrkoro 3acofy 4620

Bupo6Huk Taxena AC, Hopgeris

(naiiMeHyBaHHS BHPOGHHUKA JIIKAPCHKOTO 3ac00y, KpaiHa IOXOKEHH)

Bgeseno B Vipainy ToBapucTBO 3 06MeskeHoI0 BinmoBinaapHicTio "ACIHO YKPATHA",
inenr. xon: 42274733
(naiimenyBanHs Ta koA 3a €JIPIIOY ropunmunoi ocobu abo npisBue, iM'a, Mo 6aTbkoBi (izuaHOl
oco0u - mianpueMs, ii Micie MPOXXUBAaHHA Ta PeECTpaLiiiHui HOMep 06IIKOBOI KapTKHU [IaTHHKA
HO/IaTKiB ab0 cepist Ta HOMEp IacIopTa)

IpoTokoa BizyaanbHoro kontpoio Bix 13.06.2023 Ne 1791/16.

3a pesympTaTaMH JepKABHOTO KOHTPOJIO BCTAHOBJIEHO, IIO JIKapchKWii 3aci0 BBe3eHO B YKpaiHy 3

AOTPHMAHHSAM BHMOT 3aKOHOJABCTBA MO0 3a0€3MeYEHH AKOCTI TIKapCHKUX 3aC00iB.

W Ipasa ITAJIAMAP

{mizmmc) (ininianu Ta npisexme)

10KY MEHTIB

’




Name of product: CALCIUM — D; NYCOMED WITH MINT FLAVOUR, chewable tablets Ne 30 in vial /
Hassa npopy«kry: KANbLIA-A3 HIKOMEL 3 M'ATHUM CMAKOM, TabneTku xysanbHi Ne 30 y doriakoHi

CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTU®IKAT BIONOBIAHOCTI GMP BUNYLLEHOI CEPII

Marketing Authorization: NeUA/10610/01/01 / PeecTtpatiiiie nocsigueHHs: NeUA/10610/01/01

Strength/Potency: 1 tablet contains calcium carbonate 1250 mg which equivalent 500 mg calcium;
cholecalciferol (vitamin D) — 5 pg (200 1U), which conforms cholecalciferol concentrate 2 mg /

Cuna piif/AkTneHicTb: 1 TabneTka MicTUTL kanbLjito kapboHaty 1250 mr, Lo eksiBaneHTHO 500 Mr KkanbLilo,
xonexanbuucpepony (siramivy D3) - 5 mkr (200 MO), wo signosigae xonekansyudepony KOHUeHTpaTy 2 Mr

Package size and type: 30 tablets in vial; 1 vial in carton box / Posmip Ta Bua ynakoeku: no 30 Tabnetok y
(onakoHi; no 1 ¢pnakoHy B KapTOHHIi kopobui

Dosage form: chewable tablets /
Nikapcbka opma: TabneTkn XysanbHi

Manufacturing date / lata Bupo6HuuTEa; 05.01.2023 Batch number / Cepis: 12419163
Expiry date / Tepmin npugatHocTi: 06-2025 Batch size / Posmip cepii: 21.960

Manufacturing Authorization name and number: Takeda AS Ne 9098-2/
Hasea BupoGHuka i Homep niueHsii: Takega AC Ne 9098-2

Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

Aapeca BupoGHUYOT AinbHULYi: ipammeHcBeiiH 852, HO-1383 Ackep
Country of origin: Norway / KpaiHa-BupoGHuUK: Hopseris

Certification statement / 3asisa npo ceprudikauito:

I hereby certify 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 site (s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP. / Lium nigTeepmpxy!o, L0 BULEBKasaHa iHpopmayist € focToBipHOIO | TouHOI. [JaHa cepis
npoAyKuil BUroToBrieHa (BKNIOYaOYM ynakosKy/MapKkyBaHHs) i NPOBEAEHUA KOHTPOMb 1 AKOCTI Ha BKa3aHiil
AinbHUYi y NOBHIi BianosigHOCTI 3 BUMoramu GMP, BCTaHOBNEHVMM MICLIEBUM PErynsTOpHUM OpPraHoM, a Takox y
BignosigHocTi 3i cneuudbikauietlo, Wo MiCTMTbCA B peecTpaliiHoMy Aocbe KpalHu-iMnopTepa 4 B AOCHE
cneuudikauivi Ha npenapar Ans [OCNIAXKYBaHOMo nikapcbkoro sacoby. MpoTokonu BUPOGHULTEA, YMaKkoBKn Ta
aHanisy 6ynv nepernsHyTi i BCTaHoBNEHo BignosigHicTe GMP.

Name and position /title of person authorizing the batch release / (
Mpissuiye Ta nocaga ocobu, ska BuaAna f0O3BIN Ha BUNYCK cepii: . 9 \
Qualified Person / l\{,)C\.\/\ L0273 | %V\

YnoBHoBaXeHa ocoba:

Date of signature / [lata nignucy: Tne Tjugum, Qualified Person

Quality Dept.
Takeda AS, Asker, Norway

.

In the case of discrepancies or doubt between the English and Ukrainian language, the English version shall be bin T
Y pasi Gyab-akux poabikHocTelk abo CyMHIBIB Mix BEPCIAMM aHINICLKOI Ta yKPAIHCHKOIO MOBaMM, nepesaxHy arﬁ—epé”m
HrNINCLKOIO MOBOIO.
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Mailing address

Drammensveien 852 P.O. Box 205 T+47 66763030
NO-1383 Asker b F+47 66 76 30 40
Norway NO-1372 Asker

ENTERPRISE NO Norway

NO 980 347 257 MVA www.takeda.com

Takeda materialnr:6166229




Batch Quality Certificate for Medical Product /
Ceprudikat akocTi cepii nikapcbkoro sacoby

Name of product: CALCIUM — D3 NYCOMED WITH MINT FLAVOUR, chewable tablets Ne 30 in vial/
Hasea npoaykry: KANbLIN-A3 HIKOMEQ 3 M'ATHUM CMAKOM, TabneTiu xyeanbHi Ne 30 y onakoHi

Manufacturing date / [lata supo6uuTea: 05.01.2023
Expiry date / Tepmin npugaTtHocrTi: 06-2025

Analysis has been done accordi

Parameters /
HopmaTtueHi nokasHuku

Specification / Cneundgikauin

Batch number / Cepis: 12419163
Batch size / Poamip cepii: 21.960

ng to Quality Control Methods / Anania BukoHaHwit y BignosigHocti go MKS

Results / Peaynbtatu

Appearance / Onuc

Round, white and convex tablets. May have
small specks, and irregular edges. A small

amount of powder may be present at the
bottom of the bottle. / Kpyrni geoonykni
TabneTku 6inoro konbopy 6e3 060NOHKM,

fonyckaeTbesa HasBHICTb BKpanseHb Ta HeBenuk

HepiBHOCTI KpaiB. MoXnMBOIO € HeBenuka
KinbKicTb NOpoLUKy Ha AHI hnakoHa.

Conforms / Bignoeigae

Identification / IneHTudikauin
Calcium / Kanbujio

Positive /MosutueHa peakuis

Conforms / Bignosigae

Carbonate / Kap6oHaty Positive /TMo3utueHa peakuis Conforms / Bignoeinae

Cholecalciferol / Must comply / Conforms / Binnoeinae

Xonekansumndepony MaroTs BignosipaTv BUMoram

Assay / KinokicHe Bu3Ha4YeHHA

Calcium / Kansuiio 475 — 525 mgltablet/ 475 — 525 mr/ra6n. 497 mg tablet / mrfrabn

Cholecalciferol / Xonexansuucdepoy | 5.0 — 6.0 ugftablet / 5,0 — 6,0 mkr/Taén 5.6 ugltablet / mxr/rabn
(200 - 240 lU/tablet / 200 — 240 MO/rabn)

Uniformity of Content! /

OpHopigHicTs BMicTy !

Cholecalciferol /

Xonekanbundepony According to Ph. Eur. / Conforms / Bignosigae
MatioTb BignosigaTn emmoram €sp. Gapm.

Average mass / CepegHa maca 1520 mg+ 76 mg/ 1520 Mr 76 mr 1518 mg/wmr

Uniformity of mass / OguopigHicts | According to Ph. Eur. / Conforms / Bignosigae

Macu MatoTb BignosiaaTv BuMoram €pp. Papm.

Crushing strength / 70-140N/70-140H 85N/H

CrilikicTb 40 po3y4aBniOBaHHS

[ Microbiological purity’ /
Mikpo6Gionoriuqa uncrorat
(non-aqueous preparations for
oral use) / (HeBoAHi nikapcbki
3acobu gna opansHoro
3acToCyBaHHs)

Total aerobic microbial count
(TAMC) / 3aranbHa KinbKicTb
aepobHux MipoopraHiamis {TAMC)

Total combined yeasts/moulds
count (TYMC) / 3arantHa kinskicts
nnicHABWX | APDKIKOBUX rPpMBiB
(TYMC)

Specified micro-organisms /
CneumdiuHi MikpoopraHismm

According to Ph. Eur. /
MaioTe BignosinaTu eumoram €sp. Gapm.

According to Ph, Eur. /
MatwoTb BignosiaaTv Bumoram €sp. dapm.

According to Ph. Eur. /
MaioTh BianosinaTi sumoram €ep. dapm,

Conforms / Binnosinae

Conforms / Bignosipnae

esting frequency according to internal routines / ™YacToTa nposeperns BUNPoOyBaHHA

BHYTPIiLUHIM pernameHTom

Takeda AS

Dramunensveien 852
NO-1383 Asker
Norway

ENTERPRISE NOU
NO 980 347 257 MVA

Mailing address
PO, Bm 205
NO-1372 Askei
Norway

Takeda bulk materiainr. 6145944

www takeda com




Gakod
Batch Quality Certificate for Medical Product /

Ceptudikar sKocTi cepii nikapcbkoro sacoby

Name of product: CALCIyM — D3 NYCOMED WITH MINT FLAVOUR, chewable tablets Ne 30 in vial/
Hazea npoaykry: KANTbL{IN-A3 HIKOMEL 3 M'ATHUM CMAKOM, Ta6neTku1 xysanbHi Ne 30 y conakoHi

Manufacturing date / lata Bupo6HuuTea: 05.01.2023 Batch number / Cepin: 12419163
Expiry date / TepmiH npupaTtHocrTi: 06.2025 Batch size / Poamip cepii: 21.960
Name and position /title of person Qualified Person/ Date of signature /
authorizing the batch release / Mpisenwe Ta YnoeHoBaxeHa ocoba Aata nignucy:
nocafa ocobu, sika Bugana fo3sin Ha BUNYcK
cepii:

™

M Joon 20273 an lﬁﬁva

Ine Tjugum, Qualified Person
Quality Dept.
Takeda AS, Asker, Norway

In the case of discrepancies or doubt between the English and Ukrainlan language, the English version shall
be binding /

Y pasi 6yab-sikux po3GikHOCTelH a0 CyMHIBIB MiX BEpCISIMU aHIMICLKOI0 Ta YKpaiHCLKOI0 MOBaMM, nepeBsaxXHy cuny
Mag€ Bepcis aHMINCLKOIO MOBOIO,

o g
JOKYMEHTIB
fakeda AS o
Mailing agdress
Drammensveien 852 P.0. Box 205
NO-1383 Asker NO-1372 Askes
Horway Norway

ENTERFRISE NO
NO 980 347 257 MVA
Takeda bulk maleriainr: 6145944
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