JEPYKABHA CJIVIKBA 3 JIIKAPCBbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

nipos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua, Kon €IPTIOY 37078774

BHCHOBOK
Mpo SAKICTH BBe3€HOr0 B YKpaiHy JiikapcbKoro 3aco0y

08.04.2024 Ne 15982/24/1011

KAJIBIIN -A3 HIKOMEJI 3 AITIEJbCUHOBUM CMAKOM
(HalMeHYBAHHS JTKAPChKOro 3ac00y 3riAHO 3 PEECTPALIHHNM TIOCBIAMEHHAM)
TaGaeTKu xKyBaabHi; no 100 TaéseTok y uiaxoni; mo 1 gpaaxony B kaprounii kopooui
(popma BUTIyCKy, HO3YBAHHS, BH/ AKYBaHHs Jikapcbkoro 3acoby)

Homep peectpattiiinoro nocsiguenns UA/3541/01/01 crpox aif peecrpauiiisoro nocsimuenns 01.01 2099
Cepis nikapcbkoro 3acoby Ne 12508555 KinbkicTs BBe3eHoro ikapebkoro sacoby 15439

BupoBuuk Taxena AC, Hopgerist
(naitmenyBsanHs BUPOGHMKA JiKAPCLKOro 3aco0y, kpaita NOXOKCHHS )

Bseseno B Yipainy ToBapucTBo 3 06Mexernoio BixnosigaaenicTio "ACIHO YKPAIHA™,
imenr. kon: 42274733
(1aitmeHyBanHs Ta ko 3a €JIPTIOY topuausioi ocoGr aGo npissuile, iM's, 1o Garbiosi (isiitol
ocoGu - mianpuemiy, ii Micue NpoXUBaHHA Ta peecTpaLlifumnii noMep 06.1iKoBOT KapTKH TUIATHHKY
nojarkis a6o cepist Ta HOMEp nacropTa)

Mpotoko Bisyaasnoro koutpomo sin 29.03.2024 Ne 0820/3.

3a  pesydbTaTaMM  J€PIKABHOFO KOHTPOJIO —BCTAHOBJICHO, MO  JjiiKkapchkuit  3aci6  BBeselno B Yipainy 3

AOTPHMAHHIM BHMOTr 3aKOHOAABCTBA LIOAO0 3abe3neueHHs IKOCT JikapehKkuX 3aco6iB.
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JIEPJKABHA CJIYIKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIA OBJIACTI

npos. CeitanuHoi Hanif, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kon €JIPTIOY 37078774

BHUCHOBOK
Npo AKICTH BBE3EHOT0 B Y KpaiHy JKapchKOro 3acody

19.03.2024 Ne 8951/24/10

KAJBII -3 HIKOME] 3 AIIEJIbCUHOBAM CMAKOM

(HalflMCHyBaHHﬂ mK:lpCbKOl"O 33006)’ 3riaHO 3 peecT paumnuM nOOBlu‘ICHH?lM)
tabneTku sKyBaabHi; 1o 100 Tabaerok y uakoni; no 1 ¢piakony B kapronuiit kopodui

(popma BUAYCKY, M03yBAHHS, BHI HAKYBAHHS JiKapchKoro 3acoby)

Howmep peecrpauiitioro nocsinuenns UA/3541/01/01 cerpox aif peecrpauifitoro nocsinuenss 01.01.2099

Cepis nikapcbkoro zacoby Ne 12508555 Kinbkicts BBeseHoro mikapebkoro sacoby 1280
Bupo6ii Taxena AC, Hopgeris
(HaitMesyBaHHs BUPOGHITKA JTIKAPChKOTO 3ac0By, Kpaina MOX0DKEeHIs)
Bsescro B Yipainy ToBapucTBO 3 00MekeHo010 Bixnosinanbuictio "ACIHO YKPATHA",
inent. kon: 42274733

(HaitmeryBauns Ta ko 3a CLIPTIOY topnaunoi ocobu abo npisBrILe, iM'A, 110 GarbKoBi (pizuunol
0co6i1 - MiANpHeMU, if Mice MPOKMBaHHA Ta peecTpaliftuuit noMep 00AIKOBOT KAPTKH NIATHHKA
nodaTkis abo cepis Ta HOMED nacnopra)

MpoTokoa BisyansHoro koutpomo sin 05.03.2024 N 0309/5.
JlaGoparopuuit ananis sikocti nikapebkoro 3aco0y saicHenni:

JUIT "LlenTtpanbHa nabopaTopis 3 aHasiisy SKoCTi JliKapChbKuX 3aco0iB i MeanYHOT npoayKuii"
(m.Kuie, Byn. Kyapasceka 10r m.Kuis, Byn. Kyapsasceka 8B Kuiscbka o6nacTts, ¢. Hosi Ierpisui,
ByJ. Isana ®dpanka, 19)

(Hdl'lMCllyBaHHfl Ta MICLIE3HAXO IPKEHHS na60paTopn Lo Iposesa na6opaTopmm aHai3 ﬂl(OCll)

BHCHOBOK 11010 AKOCT] JliKapebkoro 3acoly, Buaanuii naGoparopicio i 18.03.2024 Ne 0531

PesynbraTi nabopaTopHoro anaiisy skocTi nikapcpioro sacofy 3a niepeBipeHUMH NIOKA3HHKAMH BiAMOBIKAIOTH
BUMOFaM METOAIB KOHTPOJIIO SIKOCTI (aHAMITHYHO-HOPMATHBHOT 10Ky MEHTaLLiT).

3a  pesyawTaTaMM  JIEPIKABHOTO  KOHTPOJIO  BCTAHOBJIEHO, WIO fikapcukuit  3aci6  meseno B Yipainy 3

AOTPUMAHHNAM BrMOT 328KOHOAABCTBA LILOAO 3a6e3ncUeH st IKOCTH JIIKapChKHX 3aco0iB.
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUGIKAT BIANOBIAHOCT! GMP BUNYWEHOI CEPI]

Name of product: CALCIQM —~ D3 NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 100 in vial
I Hazea npogyiry: KANbLIIA-A3 HIKOMEL 3 ATENLCUHOBUM CMAKOM, TaBnetiu xysaneHi Ne 100 y
hnaxoni

Marketing Authorization: NeUA/3541/01/01 / Peectpauiitre noceiguenns: NeUA/3541/01/01

Strength/Potency: 1 tablet contains calcium carbonate 1250 mg which equivalent 800 myg calcium;
cholecalciferol (vitamin D) — 5 pg (200 1U), which conforms cholecalciferol concentrate 2 myg /

Cuna aitfAkrusricTs: 1 TabreTka MicTuTs: Kansuio kapBoraty 1250 Mr, Lo exsiBaneHTHo 500 Mr KartbLio,
xonexaneundepony (aitaminy D3) ~ 5 mxr (200 MO), wo sinnosinae xonexansuudepony KoHLEeHTpaTy 2 mr

Package size and type: 100 tablets in vial; 1 vial in carton box/ Poawmip ta Bug ynakoskv: no 100
TabneTok y (nakowi; no 1 GriakoHy B KapToHHIRH KoPobLi

Dosage form: chewable tablets /
Nikapckka dopma; TabrneTkv KyBanbHi

Manufacturing date / [lara supoSunurea; 12.12.2023 Batch number / Cepis; 12508555
Expiry date / Tepumin npuaarHocTi: 08-2026 Batch size / Poamip cepii: 16.720

Manufacturing Authorization name and number:* Asker Contract Manufacturing AS — part of NextPharma
group Ne 23/22156-13

Hasea BupoGHuka i Homep niuensii:* Ackep Kontpakr Mamyderdepitr AC — yactuna rpyny KomnaHin
Hekcrdapma Ne 23/22156-13

Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

Agpeca supoBaunyol ainsuuui: Jpavmenceeit 852, HO-1383 Ackep

Country of origin: Norway / Kpaina-supo6uuk: Hopseris

Certification statement / 3asiea npo ceptudikatiino:

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. / Llum NIGTBEPKYIO, WO BUILEBKa3aHa HMOPMALS € HOCTOBIPHOK i
TO4HO. [ana cepist npoayKuil BUroTOBMIEHa (BKNIOYAIONM YNaKoBKy/MapKyBaHHs) | npoBeseHui KOHTpOmL 11
AKOCTI Ha BKa3IaHIA AineHuUl Y NOBHIN BignosigHocTi 3 Bunvoramm GMP, BcraHosnewumy Miclenum
PEryNSTOPHUM OpraHomM, & TakoX y BIANOBIAHOCTI i cneuudikallieo, Wo MICTUTLCH B PeeCTpauitHoMy A0CHE
KpaiHu-iMrnopTepa un B A0CbE cneyudikauii Ha npenapar Ans QOCHIIPKYBAHOrO NiKapchkoro 3acoby.
Mpotokony BUPOGHULTBA, YNIAKOBKY Ta ananisy Gynu fIepernsHyTi i BCTAHOBAEHO BIANOBIAHICTE GMP.

#

Name and position /title of person authorizing the batch release /
MNpissuiye Ta nocana ocobu, Aka BUAANA JO3BIN HA BIARYCK cepii:
Qualified Person /

YnosHosaxena ocoba:

Date of signature [ [ava nignvcy:

*Former Manufacturing Authorization name and number / Monepeans Hassa BupoBGHuKka Ta NileHsis:

Takeda AS Ne 9098-2, Drammensveien 852, NO-1383 Asker, Norway /
Taxepa AC Ne 9098-2, lpammeHcieiit 852, HO-1383 Ackep, Hopaeris

In the case of discrepancies or doubt between the English and Ukralinian language, the English version shall be binding /
Y pasi Byab-sikix posBbiHocTen a0 CyMHisia MK BepcinMn armificskoio Ta YEPETHCHKOK MOBAMMK, AEPEBENHY CUAlY Mae Bepcis
aHrNIRCHKOI MOBGHD.

Asicer Conlract Manuiaciuring As ENTERPERISE NG T+47 86 76 30 39
part of NextPharma group NO 929 107 187 MVA www. nextpharma.com

Drammensveien 852
NO-1383 Asker
Nonwvay
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Batch Quality Certificate for Medical Product i
Ceprudikar axocTl cepil niKapchknio zacoby

Mame of product: CALCIUM ~ Da NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 100 in vial /
riassa npopykTy: KANBLII-A3 HIKOMELL 3 ATNENBCUHOBUM CMAKOM, tabrietku xysansHi Ne 100 y hnakoHi

Manufacturing date / [lata supobhuurea; 12.12.2023 Batch number / Cepis: 12508555
Expiry dete / Tepmid npugatiocTi: 05-2026 Batch size / Poamip cepiit 16.720

Analysis has been done according 1o Quality Control Methods | Axania sukoHaruii y signosiguocti 4o MKF,
Parameters / Specification / Cneyndixauin Results / Peaynbtati
HopmaTusHi NOKAHUKN

Appearance /] Omuc Round, white and convex tablets. May have Conforms / Bignosinae
smali specks, and irregular edges. A small
amount of powder may be present at the
hottom of the bottle. / Kpyrni geoonyini
rabneTiu Ginoro xonsopy Ges oBonoHKy.
HonyckacTsCA HaABHICTD BRpanneHh T8
Hepenvkl HepiaHocTi kpals. MOXMBOL €
HEBEMMUKA KNLKICT, NOPOIUKY Ha AHI prakoHa.

tentification / lnentudikauin

Galcium [ Kansuiio Positive [ MoautueHa peakulis Conforms [ Bianosinae
Carkonate [ Kapbouary Positive [ MoanTuaxa peakiyis Conforms [ Bignosipae
. Cholecalciferol/ Xonekarsuudepony | Must comply / Conforms / Bignosinae

MaioTh BiANOBIZATH BAMOTAM

Assay | KinskicHe suaHaueHRs

Calcium / Kanbuio 475 — 525 mgftablet ] 475 - 525 mrfrabr. 499 mg/ tablet [ mrfrabn

Cholesalciferol I Xonexansuucpepony | 5.0 6.0 ygftablet/ 5,0 - 6,0 mir/rabn 5,5 pgftablet / mxr/rabn
(200 — 240 Witablet / 200 — 240 MO/Tabn)

Uniformity of Content! /
QpHopiaHicTs BMICTY 1

Cholecalciferol / Xonekansungepony | According to Ph. Eur. / Conforms / Bignonipae
MawTs Bignosinaru suvoram €sp. dapm.

Average mass [ Cepeia maca 1555 mg & 77 mg 1555 mr 2 77 mr 1551 mg / mr
Uniformmity of mass | OgHopiasicTs According to Ph. Eur./ Conforms { Bignosinac
MBECH MatoTs sigrosinatu sumorand €ap. Papm

Crushing strangth / 70 ~440 N/ 70 - 140 H 85 NIH

- CridkicTh 10 POSHABNIOBAHHA
Microbiolegical purity’/
MikpoBionarivusa uncroTa’
{non-agueous preparations for oral
use} / (HesoaHi nikapcsKi 3acobu pgns
DPAFNLHOTO 3ACTOCYBAHHS)

Total aerobic microbial count According to Ph. Eur./ Conforms / Bignosinae
(TAMC) / 3aransHa inskicTh MaioTs BignosigaTh BuNoram Sep. dapm.

aepoBHux mikpooprakismin (TAMC)

Total combined yeastsimoulds According to Ph. Eur./ Conforms / Bignosipae
count {TYMC) / 3arankua KinbkicTs MaioTb Bignosigartyu sumoram €sp. dapm..

nricHREMX | Aphrakosux rputis

{TYMC)

Specified micro-organisms / According to Ph. Eur./ f / Bi )
Creuundivuni Mikpoopranismm MatoTs signosigatv sumoram €sp. Gapm.. Conforms / Bianosinae

Testing frequency according to imternal routines / 'UacTtoTta nposeeHHs BUNPoBYBakHs KOHTPOMOETHCH
BHYTPIMIHIM PErnaMeHToM Page 1/2

A Manufaciurng AS ~ CENTERPRISEWNG T
parl of NextPharma group NO 929 107 187 MVA www.nextpharma.c

Drammensveisn 852
NE-13835 Asker
Norway



Batch Quallty Certificate for Medical Product /
Ceprudirar siocTi cepil nikapekkoro sacoby

Name of preduct: CALCIUM — D3 NYCOMED WITH ORANGE FLAVOUR, chewable tablets No 100 in vial/
Haasa npoaykTy: KARBLIA-03 HIKOMEL 3 ANENBCHUHOBUM CMAKOM, tabnerin ikysaribri Ne 100 y dinaxoni

WManufacturing date / Jata surotosnenssi: 12.12.2023 Batch number / Cepia 12508555
Expiry date / Tepmin npugardocti: 05-2026 Batch size / Posmip cepii: 16.720
Narne and position ftitle of person Qualified Person / Date of signature /
authorizing the batch release / IMpissuiye Ta YnosHosaxera ocoba Larta nignucy:
riocafa ocobu, sKka Bugana Aos3sin Ha BunycK
cepil:

t:} EM EQ\J\A\ )sz 0 <i~ k% A
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In the case of discrepancies or doubt between the English and Ukrainian language, the English version shall
be binding/

Y pasi Bylib-sikux po3bikHocTer abo CyMHIBIB MK BepCisiMu aHriRcKOI0 Ta YKPATHCHKOK MOBAMY, TIEPEBAKHY Cuny
MAE BEPCIR BHIMIACHEKOI MOBOIO.

Page 212
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