NEPKABHA CIIYIKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU ¥ KHiBCHKIN OBJIACTI

nipos. Ceitimusoi Haii, 3, m.Kuis, 02099, ten/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
APO AKICTL BBE3€HOI0 B Ykpainy JikapcbKoro 3aco0y

28.03.2024 Ne 15002/24/1011

KAJbBIH -J13 HIKOMEJI ®OPTE

(HaliMeHYBaHHS JiKapchKoTo 3ac06y 3TiTHO 3 peecTpauifiHuM OCBiXISHHM)
Ta6JIeTKN KyBabHi; Mo 30 TadjieToK y daaxoni; mo 1 puiakony B KapTOHHil Kopooui

(dhopma BUITYCKY, JO3YBaHHS, BAZ TaKYBaHHA JTiKapchKoTo 3aco6y)

Homep peecTpaLiifHOro MOCBII4eHHs UA/3541/01/02 crpok aii peecTpaniiiHOTo NOCBi TYCHHS 01.01.2099

Cepis nixapepkoro 3acoby Ne 12508327 Kinsxicts BBeseHOro Nikapcskoro 3acoby 14399
Bupo6HuK Taxena AC, Hopaeris
(HaliMeRyBaHEs BUPOOHHUKA JiKapCHKOTO 3ac00y, Kpaila I0XOMKEHHS)
Beezeno B Ykpainy ToBapucTBo 3 00MeXKEHOI0 BimoBiAaMLHICTIO "ACTHO YKPATHA",
imenr. xom: 42274733 :

(HaiiMeHyBaHHS Ta KOl 32 €IIPTIOY iopuanrnoi ocobu abo Ipi3BHILE, iM's, 10 GATEKOBI ¢izuanol
0coBH - miAnpueMiL, T Micle IPOXKUBAHHI Ta peecTpanifinui HoMep 001iK0BOI KapTKU IIATHHKA
onaTKis abo cepis Ta HoMep 1acropTa)

TIpoToKoJ Bi3yadbHOF0 KOHTPOIO Bl 26.03.2024 N 0746/3.

3a pesynbTaTaMH JEpXKABHOTO KOHTPOJIO  BCTAHOBICHO, wo nikapchknif 3aci6 BBE3CHO B .Vkpainy 3

)IOTpHMaHHﬂM BEMOT 3aKOHOABCTBa 100 3a0e3IeyeH S axoCTI JTIKApCHKUX 3acO0iB.
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NIEP’KABHA CJYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCHKIN OBJIACTI

npos. Critmunoi Haxii, 3, M.Kuig, 02099, Ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
PO AKIiCTH BBE3EHOr0 B YKpaiHy TKapchKoro 3aco0y

28.03.2024 Ne 15002/24/1011

KAJIBIIH -13 HIKOME]J ®OPTE

(HafiMenyBaHH$ JIKapchKoro 3acoy 3rifHo 3 PpeecTpalliHHAM MOCBIAYEHHAM)
TabueTKH KyBaIbHi; 1o 30 Tabaerok y daaxoni; o 1 drakony B KapToHHii KopoOui

(dopMa BUIYCKY, NO3YBaHHS, BH TTaKyBaHHA AiKapCchKOro 3acoby)
Howmep peecrpamiitroro nocsimuents UA/3541/01/02 crpox mif peectpauiiiroro nocsiguenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne 12508327 KinbKicTs BBe3eHoro mikapcskoro sacoby 14399

Bupobnux Taxena AC, Hopgeris
(HaiiMeHyBaKHA BUpoGHUKa IiKapchKoro 3acoly, kpaina TIOXOMKEHHA)

Bresero B Ykpainy ToBapHCTBO 3 0GMEKEHOI0 BilNOBINANbLHICTIO "ACIHO YKPATHA",
imen. xon: 42274733

(uaiiMenysanns Ta kox 3a EJIPTIOY 1opuamyHol ocobu aGo mpiseHue, iM's, 10 GaTeKOBI BisHUHOI
0coBH - MiANpHEML, Ii Miclie IPOXKMBAHHA T2 peectpauiitHuit HoMep 06NiKOBOT KAPTKH IIATHHKA
rnonatKiB aGo cepisn Ta HoMep TacropTa)

IpoTokoa BizyanbHoro koutpomo six 26.03.2024 Ne 0746/3.

3a pesynpTaTaMH JIEPKABHOTO KOHTPOMIO = BCTAHOBNCHO, IO mikapchkmii  3aci6  BmeseHo B YKpaiHy 3

IIOTpI/lMaHHﬂM BUMOT 33KOHOMABCTBA LI0Z0 3a0e3[eYeH s AKOCT] JTIKAPCHKUX 3ac00iB.
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JNIEPKABHA CJIYKBA 3 JIKAPCHLKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKINA OBJIACTI

nipos. Ceirmmanoi Haxii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Ko €IPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3eHOro B YKpaiHy JlikapchKoro 3acody

04.03.2024 Ne 6514/24/10

KAJIBIII -13 HIKOMEJ ®OPTE

(HaliMeHyBaHHS JTikapchKoro 3acoby 3riHo 3 peecTpauifinuM NOCBIJYEHHIM)
Ta6JIeTKH XKyBaabHi; 10 30 TadueTok y ¢uaakoni; o 1 ¢uaakony B KAPTOHHI# KopoOui

(popMa BHIyCKY, [O3yBaHHA, BUA MaKyBAHHSA Jikapcskoro 3aco0y)

Homep peectpaniitnoro nocsinuens UA/3541/01/02 crpox-aii peecTpaniiiHoro mocsindeHus 01.01.2099

Cepis nikapcskoro 3aco6y Ne 12508327 KinbkicTs BBE3EHOIO Jlikapebkoro 3acoby 4620
Bupo6ruk Takena AC, Hopseris
(HaliMeHyBaHHs BUPOGHHKa TiKapChKOTO 3acofy, kpaiHa OXO/KEHH)
Baesero B Ykpainy ToaprcTBo 3 o6MexkeHOI0 Bixnosizansuictio "ACIHO VKPATHA",
inent. xox: 42274733

(HaiiMenyBaHHA Ta kox 3a CAPIIOY roprmmunoi ocobu abo nipisBuLIE, iM's, 1Mo GaTbKOBI (iznyHOI
ocobu - niampuemu, il Micue TPOXKMBAHHA Ta peecTpaLiifHIi HoMep 06JiiKOBOT KapTKH IJIaTHHKA
nozarkie abo cepis Ta HOMep IacropTa) '

IIpoTokos Bisyannuoro konrpomio sin 21.02.2024 Ne 0137/11.
JlaGopaTopruit aHali3 SKOCT] JKapchKOTo 3acoby 3iACHEHHIL:
I "LlenTpanbHa 1aGopaTopis 3 aHali3y AKOCTI NKapChKHX 3aco6iB i MEIUYIHOT MPOYKLIT"

(m.Kuis, Byn. Kyapssceka 10r m.Kuis, Byn. Kyapsecbka 8B Kwuiscrbka 0671acTs, ¢. Hosi Ilerpibui,
By Isana Opanka, 19) ‘ '

(HaliMeHyBaHHs Ta MicLle3HaXoLkeH s labopaTopii, 1o nposena nabopaTopHHii aHai3 AKOCTI)

BHCHOBOK IOJI0 AKOCT] TiKapehkoro 3acoby, Buianmii mabopatopicio ix 01 .03.2024 Ne 0417

PesynbTaTi Na60paToOpHOro aHAI3Y AKOCTI JIIKapChKOTO 3acofy 3a IepeBipeHUMH NOKa3HIKaMK BiamoBizawThL
BUMOTAM METOZIB KOHTPONO SKOCTI (aHANITHIHO-HOPMATHBHOT JoKyMeHTanin).

3a pesynbTaTaMM ACPXKABIOTO KOHTPOMIO BCTAHOBJICHO, WO nikapcekuii  3aciG BBeseHG B YKpaldy 3

JAOTPAUMAHHSAM BHMOT 32KOHOABCTBA LOA0 3aGesrieyeH s FKOCTi TiIKApCHLKUX 3ac00iB.
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lextPharma

CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUOIKAT BIANOBIOHOCTI GMP BUMYUWEHOI CEPI
Name of product: CALCIUM- D; NYCOMED FORTE, chewable tablets Ne 30 invial /
Hassa npogyity: KANbLIW-O3 HIKOMEL ®OPTE, Tabnetki *ysansHi Ne 30 y (nakoHi

Marketing Authorization: NeUA/3541/01/02 / Peectpauiitte nocsigueHns: NeUA/3541/01/02
Strength/potency: 1 tablet contains calcium carbonate 1250 mg which equivalent 500 mg calcium,
cholecaiciferol (vitamin Ds) 10ug, (400 U} in the form of a concentrate of cholecalciferol 4 mg /
Cuna piifAkTvsHicTe: 1 Tabnetka MiCTUTL Kanbliiio kapBonaty 1250 mr, wo exsipanenTHo 500 mr kanbiin,
xonekanbipcepony (Bitamivy [3) — 10 mkr (400 MO) y Burnsgi koHueHTpary xonekarbsuudepony 4 mr

Package size and type: 30 tablets in vial; 1 vial in carton box / Poawmip Ta Bug ynakoeku: no 30 tabnetok y
thnakoHi; 1o 1 hnakcHy B KapTOHHIA KopoBLy

Ddéage form: chév&'ab]e tablets / Mixapceka hopma: TabneT KysarnbH

Manufacturing date / [lara supobunurea:05.12.2023 Batch number / Cepis: 12508327
Expiry date / Tepnmin npugardocti: 05-2026 Batch size / Poawmip cepii: 19.020

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

Haspa BupobHuka | Homep JTileHsii* Ackep Kotrpakr Marydekuepinr AC ~ 4acTuHa rpynu Komnauii
Hexkcrdapma Ne 23/22156-13

Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

Azpeca supobhmiol ginbhuli: Apammenceeiin 852, HO-1383 Ackep

Country of origin: Norway / Kpaina-supoBuik: Hopsetia

Certification statement / 3ansa npo ceprudikauio:

| 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 nigreepaxylo, WO BulLUeBKasaHa |H(bopmaum € HOCTORIPHOW |
TouHo0. JaHa cepis npoayKuii BUrOTOBNEHE (BKMIOYaIoUN YNakoBKy/MapKyBaHHa) i nposejeHni KOHTponb 1T
AKOCTI Ha BKasaWiR AinbHWLL y nosuidl BignosigHocTi 3i Bumoramu GMP, BCTadosneHumn Micuesum
PErYIISTOPHUM OPraHOM, @ TakoX y BIGNOBIAHOCTI 3i crieundikaListo, Wo MICTUTBCA B PEECTPaLitHOMY A0CHE
KpalHm-iMnoprepa YvM B ROCKE cneumpmaum Ha npenapar Ans AoCNiAKyBaHOro NiKapCukoro saccBy.
MpoToKONK BUPOBHULTEA, YNakoBKW Ta ananiay Gyni nepernsinyTi | BCTaHOBNEHO BIANOBiaHICTL GMP.

Name and position fitle of person authorizing the batch release / -
[pissuiye Tta nocaga ocobu, axa amana Aoaam Ha BUNYCK cepii:
Qualified Person /

Ynosuopaxena ocoba: -

Date of signature / [ara nignucy:

Q- s - A
/)' )/c 0L

Mari éﬂm Ktcpg}o Oufatiiod Pu BOD
Culality Y)f Pt
ndacturing AS, Novway

*Former Manufacturing Authorization name and number / MorepSiRsEEs di; LA S

AKe. Ta.iLeH3IR: L
Takeda AS Ne 9098-2, Drammensveien 852, NO-1383 Asker, Norway /
Taxena AC N° 9008-2, lpammerceeiin 852, HO-1383 Ackep, Hopaerm

in the case of discrepancies or doubt between the English and Ukrainian language, the English version shall be binding /
¥ pasi Byas-axux posbisknoctei abo cymHisis mix seprismu FHMIACLROIO Ta YKPATHCLKDK MOBaMK, NEPEBIKHY CUNty Mae Bepcia
AHFATMRCBKOK MOBOID,

Asker Contract Mantfocluring AS ~ o ENTERFRISE NO o T AT 66 76 90 20
part of NextPharma greup NO 929 107 187 MVA www.nextpharma.com

Drammensveien 852
NQ-1383 Asker
Norway



extPharma

Batch Quality Certificate for Medicinal Product /
Cepruikar akocTi cepii nikapcskore sacody
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Name of product: CALCIUM- Ds NYCOMED FORTE, chewable tablets Ne30 in vial
Hassa npogyxry: KAJIbLIA-O3 HIKOMEL ®OPTE, Tabnetkn Aysankti Ne 30 y dnakoni

Manufacturing date / [faTa supoBnnurea: 05.12.2023
Expiry date / Tepmin npugarsocri: 05-2026

Batch number / Cepis: 12508327
Batch size [ Posmip cepii: 19.020

Analysis has been done aceording to Quality Control Methods f Auanis sukoHanwit y signogigrocti o MKA.

Parameters /
HopmaTueHi HOKasHUKA

Speciication / Cneuudikauin

Results / Pesynstaty

Appearance /._On ne -

Round, white, uncoated 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, 6ini, geoonywi Tabnetku 6es
0B0NOHIN; HOMYCKIETHCA HARBHICTL BRPANTIEHD |
HeBenuk HepisHocTi Kpais. MOXIMBOIO € HeBeMKa
KINBKICTL NOPOLLKY Ha ORI (hriakoHa

Conforms / Bigriosigae

Identification/ lgeHTudikauis
Calcium/ Kanbuin
Carbonate/ Kapbonar

Cholecalciferol = HPLC /
Xonexansumnpepon - BEPX

Positive/ MosuTusHa peakuis
Positive/ MNeauTuska peakyin
Retention timé of peaks in the chromatogram of the

sample solution must correspond the retention time
of the peaks of the standard solution/

'| “ac yrpusmysarns nikis Ha xpomaTorpami sunpobysatoro |

PO3UMHY MAE BIANOBIAATY HACY YTPUMYBAHHSA NiKiB
CTAHOAPTHOTO POBYUHY.

Conforms / Bignogipae

Conforms / Bignosigae

! Conforms [/ Bignosinae

Assay / KinpkicHe
BUIHAUEHHS
Calcium / Kansuit
Cholecalciferol /
Xonekansunpepon

475 — 525 mgftablet /475 — 525 mr/ra6n
10.0 ~ 12.0 pgitablet/ 10,0 - 12,0 mxrfradn
1400 - 480 [U/tablet / 400 ~ 480 MO/rabn)

500 mg / tablet / mrfraén
11.2 pg / tablet/ miriratn

Uniformity of content® /
OgHopigricTs emicTy 1
Cholecalciferot /
Xonexansyupepony

According to Ph.Eur. / MaioTs signosinatv suMmoram
2op. dapm.

Conforms / Bignosigae

Average mass / Cepeps
maca |

1546 mox77 myg /1546 mrx 77 mr

1551 mg/mr

Uniformity of mass /
OaHopigHIcTL Mack

According to Ph.Eur. / [losuxHi Bignosinatu suMoram
€ep. Gapm. :

Conforms / Bignosipae

Crushing strength/
CTifkicTs [0 po3sYaBiosaHnst

70~ 140 N/70~ 140 H

85N/H

Microbiological purity ' /
MikpoBionoriumsa uncrora’

According to Ph.Eur. / [ToeuHni BignoBigaTy sBusoram
€ap. dapm.

Conforms / Bi,qnoei_nae

Testing frequency according to internal routines / "HacroTa DpoBeAsHHA AMNPOBYBAHHSA KOHTRDIKIETHES
BHYTDILIHIM PErNaMEeHTOM, He € 0OOB'ASKOBIM NSt KOXHOT cepii.

Page 1/2

Asier Contract Manufaciuting AS -~
part of NextPharma group

Drammensveien 852
NO-1383 Asker
Nonway

TTENTERPRISE NO
NO 929 107 187 MVA

TT +d7 66 76 30 30
www.nextpharma.com




L s W%m((

extPharma A Takods

b sy s e

Batch Quality Certificate for Medical Product /
Ceprudpixar Akocti cepil nixapckkoro 3acoby

Name of product: CALCIUM- Dj NYCOMED FORTE, chewable fablets Ne30 in vial.
- Haspa npogykry: KANbLIWM-A3 HKOMEL ®OPTE, Tabnetiu XysanoHi N& 30 y dnaxoni

Manufacturing date / Dara supobuuyraa: 05.12.2023 Batch number / Cepin: 12508327

Expiry date / Tepmin npygardoeti: 05-2026 Bateh size / Poamip cepil: 19.020

MName and position ftitle of person Qualified Person/ Date of signature /
authorizing YHOBHOBEKEHE OCO0E "y ara iy

the batch release / [pissuie Ta nocaga Q LD 9@

0Co0U, Aka BUAaNa A038iN Ha Bunyck cepii
, ‘&//WM
Bari .\ﬁm Hleppe, hu
Quality D
Asker Cortract Manufac

g AS, Norway |

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

Y pasi Bypb-arux posbixHocTeik alo cymHisis MI)K BepCiAMY aHIMiRCHKoI0 T3 praIHCbKOK) MOBaMU, NEPEBAXHY Cuily Mae
Bepcm aHrNiiCLKOI0 MOBOK).
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