JTEPKABHA CJIYKBA 3 JIIKAPCI:KI/IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIN OBJIACTI

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

BHCHOBOK
Npo AKiCTh BBE3€HOro B YKpaiHy JikapchbKoro 3acody

22.02.2024 _ - Ne5980/24/1011

______________ KAJIBIIIA -3 HIKOME] 3 M'ATHAM CMAKOM

(HaliMeHyBaHHsI JTiKapChKOro 3aco0y 3rifHO 3 peecTpaLliiHuM MTOCBIAUEHHAM)

Ta6JeTKH XyBajabHi; o 100 Ta6aeTok y drakoni; no 1 ¢pJiaKoHy B KAPTOHHIH Kopooui

((bopma BHITYCKY, JO3yBaHH:A, BUJ NaKyBaHHA JlikapChKoro 3acofy)

Howmep peecrpauiittoro nocsiguenus UA/10610/01/01 crpox aii peccrpauiiinoro nocsinyeH s 01.01.2099
Cepis nikapeskoro 3acoby Ne 12506669 KinskicTs BBE3eHOTO Jikapeskoro 3acoby 6599

Bupobunk Takena AC, Hopserisn
(HaliMeHyBAHHA BHpOﬁHmca nmapcz.rcoro 3a006y, Kpama HOXO,H.X(BHHH)

Beeseno B YkpaiHy ToBapHCTBO 3 00MeKeHO0 BixnoBizanbuicTio "ACIHO YKPAIHA",
iment. xon; 42274733

(HaHMEHYBaHHH ta ko1 3a €JIPTIOY ropuauuHoi ocobu abo npisBHILe, iM'a, 110 6aThKoB1 (i3U4HOI
ocobu - nignpueMud, ii micie NpOXUBAHHA Ta peempaumnun HoMep 00/1iKOBO{ KapTKY IUIaTHHKA
rnogarkie a6o cepis Ta HOMEpP NacopPTa)

IIporokosi BisyansHoro xonrpomo six 13.02.2024 Ne 0099/2.

3a 'pesyﬁma*ramn' ,n'epmaan'om KOH’I‘pO’JIIO' BOTAHOBJEHO, 1O ﬁikapcsmﬁ 'sa'c'iG BEC3EHO B YKpaiHy 3
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JTEPKABHA CJIYXKBA 3 .JIIKAPCI)RI/IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIA OBJIACTI

npos. Ceitnnaroi Haail, 3, M.Kuis, 02099, tey/daxc: (044) 363-06-50
E-mail: dls. ko@dls eov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOro B YKpainy JikapchbKoro 3acody

12.01.2024 Ne 66490/24/10

KAJIBIIIIA I3 HIKOME/T 3 M'SITHVIM CMAKOM

(HaliMeHyBaHHS JKapchKOro 3acofy 3rifiHO 3 peecTpalifHuM [TOCBITUCHHAM)

~ TabJjeTku xyBaabHi; 10 100 TabaeTok y (haakoni; mo 1 paakoHy B KapTOHHi# KopoOoil |

(Qopma BUIyCKY, H03YBaHHA, BHI N1aKyBaHHA JTikapcsKoro 3acoby)

Homep peecrpaniitioro nocsinuenns UA/10610/01/01 crpox aii peectpaniitioro nocsinuenns 01.01.2099
Cepin nikapcbkoro 3acody Ne 12506669 Kinskicts Besenoro gikapeskoro 3acoby 1280

Bupobnrx | Takena AC, Hopseris | ) )
(HﬁHM@H}!BaHHH BHpOﬁHHI{a mrcapcmcoro sacoﬁy, Icpama I'IOXO,H,}I{BHHH)

Baesero B Ykpaity TosapucTBo 3 06Mexenoro BinnosinanbricTio "ACIHO YKPAIHA",
ipenr. kon: 42274733

(HaitMeHyBaHHSA Ta koZ 3a €J[PTIOY 1opumiiHoi 0coGu abo npizBHILE, iM'd, 110 6aThKOBI (i3UYHOL
0co6H - mmianpuemiy, ii MicLie NPOKUBAHHA Ta peecTpallifHuil HoMep 00JIIKOBOI KapTKH IIATHHKA
1oaarkis aGo cepis Ta HOMEp NacropTa)

Tporokon BisyamsHoroe konrpomo six 03.01.2024 Ne 4241/3.
JlabopaTopuuit aHami3 IKOCTi Nikapchbkoro 3aco0y 3AIHCHEHHH:

T "IlenTpansya naGoparopis 3 aHali3y SKOCTi JTiIKapchbKUX 3ac001B 1 MEAUYHOL POAYKLHT™"
(m.Kuie, Byn. Kyapsasceka 10r m.Kuis, By, Kyapssceka 8B Kuisceka o6iacts, ¢. Hoi [TetpiBi,

ByJ1. IBana Ppanka, 19) - . _ L

(HaliMeHYBaHHA Ta MiCLIE3HAXOLKEHHA naboparopii, 1o rpopea 1abopaToOpHUi aHali3 AKOCTI)

BUCHOBOK IIOZI0 AIKOCTI JTiKapchkoro 3aco0y, Bunanuit naGoparopiero sin 11.01.2024 Ne 0037

Pesynapratu ﬂa60paT0pHoro aHaJIi3y AKOCTI JIikapCchkoro 3acofy 3a NEPEBIPEHUMU MTOKa3HUKaMH BiAmoBinaoTHL
BUMOTaM METOMIB KOHTPOJIIO AKOCT] (aHAITHYHO-HOPMATHBHOT AOKYMEHTalil),

3a pesyNsTATAME [EPKABHOTO KOHTPOJIO BCTAHOBIIEHO, WO JiKapchKHii 3aci6 BBE3eHO B YKpaiHy 3
JOTPHUMAHHSM BHMOT 3aKOHOABCTBA LIOAO 3a6e3MeeHHs SIKOCTI JiKapChKHX 3ac001B.

1%1 rastift BOH,DAPIHKO
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUGIKAT BIAMOBIAHOCTI GMP BUMYLUEHOI CEPJi

Name of product: CALCIUM ~ Dz NYCOMED WITH MINT FLAVOUR, chewable tablets Ne 100 in vial /
Hasea npoaykry: KANbLUIM-A3 HIKOME[ 3 M'ATHAM CMAKOM, tabneTky XyBarneHi Ne 100 y thrakoHi

Marketing Authorization: NeUA/10610/01/01 / Peccrpauifive noceinuenHs:: NeUA/10610/01/07

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

Cuna piil/AkrueHicTe: 1 Tabnetka MicTUTh KanbUio kapbowary 1250 mr, Wwo eksisaneHTHO 500 Mr KanbLiio,
xonekansuudepony (siramivy D3) — & mir (200 MO), wo signosinae Xonekanbuueposy KoHUeHTpary 2 mr

Package size and type: 100 tablets in vial; 1 vial in carton box / Posmip Ta eua yrakosku: rio 100 Tabnetok y
hnakoHi; no 1 nakony B KapTOHHIN KopoBLi

Dosage form: chewable tablets /
~ Hixapcebka thopma: TabneTiu xyparHi

Manufacturing date / [lara supoBHuurea; 19.10.2023 Batch number / Cepisi: 12506669
Expiry date / Tepmiu tipugarthocTti: 03-2026 Batch size / Poamip cepii: 7.880

Manufacturing Authorization name and number:* Asker Contract Manufacturing AS - part of
NextPharma group Ne 22/27628-5 |

Hazpa BupobHuKa i Homep nivensii:* Ackep KoHrpakr Manyperdepinr AC - vacTuHa rpyny KoMnanin
Hekctdapma Ne 22/27628-5 |

Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

Afpeca BUpoBHUYOT ainkHuL: Hpammencseily 852, HO-1383 Ackep

Country of origin: Norway / Kpaina-supoGHuk: Hopseris

Certification statement / 3asisa npo ceptudikaliito: -
| 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 nigteepmxyio, L0 BULLEBKA3EHE IHpopMalis € gocrosipHoio | Touroto. axa cepis
npoaykuii BUroTosneHa (BKNIOYAYY YNaKosky/MapKyBaHHsa) | nposeaeHu KOHTpOnb 11 SKOCTI Ha BKasaii
AlNbHULI ¥ NOBHIN BiANoBiaHOCTI 3 BUMOramn GMP, BCTaHOBNEHUMM MICLIEBIM PErysIATOPHUM OPraHoM, a TakoX Y
BianoeifKocTi 8 cneundikadiclo, 1o MIiCTUTLCH B peecTpallintHoMy A0ChE KpaiHu-iMnoprepa 4y B J0ChE
cheludikaliin Ha npenapar ons QoChipkyBaHoro mikapebkoro sacody. NpoTokony BUPOOHULITBE, ynakosku Ta
- asanisy oynu nepernaHyTi | BcTaHoBNeHo BignoigsicTs GMP.

T Y Y T Yy W Y W Yl =F = THTTTETEIEN

Name and position ftitle of person authorizing the batch release /
[Mpissuile ta nocaga ocobu, sika Buaana no3sin Ha BUNyck cepil:
Qualified Person /

YriosHOBaXeHa ocoba:

Date of signature / Hara nianucy:

ine Tiugum, Qualifled P'{:arﬁo;%" |
i ‘ Quality Dept.
*Former Manufacturing Authorization name and number / TNonepenHs Hasea sUpoBHUKE Ta NiLeH3in:
Takeda AS Ne 9098-2, Drammensveien 852, NO-1383 Asker, Norway /

Takena AC Ne 8098-2, HpammeHcseiin 852, HO-1383 Ackep, Hopseris

In the case of discrepancies or doubt between the English and Ukrainian language, the English version shall be binding /
Y pasi Syap-axux posbixuocreit abo cymuinis M BCPCIAMM anTIIACHROK TA YKPATHCEKOI0 MOBAMM, MTEPEBANCHY CHILY Mac BEPCIst
AMrAICEKOIO MOBOIO. SR — |

...........

T 147 66 76 30 30

Asker Contracl Manufacturing AS = §
www.nexipharma.com

part of NextPharma group

Drammensvelan 852
NO-1383 Asker
Norway
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Batch Quality Certificate for Medical Product /
Cepruhikar sikocTi cepil nikapcbkore sacoby

Name of product: CALCIUM — D3 NYCOMED WITH MINT FLAVOUR, chewable tablets Ne 100 in vial /
Hassa npogykry: KANbLIW-A3 HIKOMEL 3 M'ATHUM CMAKOM, tabnetku xysansHi Ne 100 y donako

Manufacturing date / [lara supoGHurea: 19.10.2023
Expiry date / Tepmin npuaatHocti: 03-2026

Batch size / Peamip-cepi'f: 7.880

Parameters f
HopmaTHBHi NOKasHMKN

Spec:f ication / Cneundpmaum

Results / F’eayn bTATH

| Appearance Tor

1 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 asoonykni

Tabnerkn Giroro konwopy Hea obonoHku.
,Elonycuaemcsq HAABHICTL BKPANNeHb Ta
Hesenm Heplawom Kpais. Mcmmaow €

“Conforms / Bigrosinae

Calcium / Kanbuiw
- Carbonate / Kapbonarty

Cholecalciferol /
Xosexansuucpeposny

Tdentification / iperidikawgs |
| Positive / lMosurusxa peakuis

| Positive / MNosutvara peakuis

Must comply /
MaioTe BignosinaT BuMoram )

| Conforms / Bignosigae
1 Conforms / Bignosipae

| Conforms { Binnosifae

Assay! KinbKicHe BUSHAYEHHS

Calcium / KasbLiio
Cholecalciferol / Xonexansumdepoy

475 ~ 525 mgitablet /475 - 525 mr/tadn.
5.0 - 8.0 pgitablet / 5,0 — 6,0 Mkr/rabn

' 498 mg/ tablet / mr/ratn

5.4 paltablet / mxr/Tadn
1.(200 ~ 240 1U/tablet / 200 ~ 240 MO/rabn) |

| Uniformity of Content! /
1 OaHopigHicTs BumicTy 1

1 Chelecalciferol /

1 Xanekanbumgepony

1 Accordmg to Ph. Eur./

Maiorb Binnosinath sumoram €8p. CbapM

Conforms / Bianosigae

| Average mass / Cepefns maca

| Uniformity of mass | QgHopinHICT
| nacw

1520 mg & 76 mg | 1520 Mr % 76 MF
i According to Ph. Eur, /

Matotb Bignosifati Bumoram Eep. Gapm.

1518 mg / wir
| Conforms / Bignosigae

.......

{ Crushing strength I
L CriviKiCTh 40 POSUABNIOBAHHS

| Microbiological purity’ f
Mixpo6ionoriuxa yncroTa’

| -cparisHoro 3aCTOCyBaHH5f§)

| (TAMC) / 3aranbHa KinbKicTs
| aepobHux Mikpooprasiamis (TAMC)

| Total combined veasts/moulds

I count (TYMC) / 3ararnkHa KinbKicTh
NIICHABNX | ApKIpKOBUX rpnbis

I (TYMC)

Specified micro-organisms /
Crieundivri MIKPOORraHiaMK

-‘wrrhl-rl-' A 4;""“"“1.-““ T LAy e

{(non-agueous preparations for oral |
‘use}/ (HesoAKi nikapcoki sacobu ang |

| Aceording to Ph. Eur. | -
| MawTh Bignosigam sumoram E)ap G)apm

70 ~ 140 N/ 70— 140 H.

86N/ H

mn-_-'ﬁ'p—_:.#ud' s

' .-Accordmg to Ph. Eur. / |

Maiote Bignosigaru B” H

| According to Ph, E A
| MatoTe signosinati BUMY K. 6

............................

;;;;;

1‘l“es;.m':g frequency accordmg to mt&rnal routlnes T *Uacrora. HPOBE,B.EHHH annpoﬁyaauﬂﬂ KOHTpOJ’IIOGTbCﬂ

BHYTPILUHIM DErNaMeHTOM
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Asker Contract Manufacturing AS ~

part of NextPharma group

Drammensveien 852
N(O-1383 Asker

“ENTERPRISE NO
NO 820 107 187 MVA

Y R47 66 76 30 30
www.nextpharma.coin



Batch Quality Certificate for Medical Product /

Ceprudsikat akocTi cepil nikapcekoro sacoby

Name of product: CALCIUM ~ Da NYCOMED WITH MlNT FLAVOUR, chewable tablets Ne 100 in vial /
Haaea npogyry: KANBUIW-A3 HIKOMED 3 M'STHUM CMAKOM, tabneTku xyeanesHi Ne 100y chnaxoHi

Manufacturing date / Aarta upobruLrea: 19.10.2023 ‘Batch number / Cepist: 12506669

Expiry date / Tepmin npusardocri: 03-2026 ‘Batch size / Poamip cepii: 7.880
Name and position /title of person Qualified Person / Date of signature /
authorizing the batch release / MNpizsuiue ra YriosHOBaXeHa ocoba Hara nignuey.

nocaja ccobu, sxa BuAaNa J03sin Ha BUNYcCK
cepil:

O% Nou 2o Jus

ine Tiugum, Qualified Person
Lauality Dept.
| Asker Cmntmct Manufacturing AS, Norway |

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

Y pasi Oyab-skux pPosOiKHOCTEN ab0 CyMHIBIE MK BEPCIAIMU BHIIHCLKOIO TA YKPATHCEKOIO MOBaMU,
NepesaHy cuny Mae Bepcis aHrMIACHKOK MORBOK.
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part of NextPharma group NO 829 107 187 MVA vavw.nexipharma.com

Drammensveien 852
NO-1383 Asker
Norway




