CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CERTUGIKAT BIATNOBIAHOCTI GMP BAMYILEHO! CEPI]

Name of produst; CALCIUM ~ D; NYCOMED WITH MINT FLAVOUR, chewabis tablets Ne 100 in vial/
Hassa npoaysry, KANRLA-O3 HIKOMED 3 MATHVM CMAKOM, tafnativn xysanski Ng 100 v thrakoni

Marketing Authorization: NeUAMIDBT0/01/04 / PeecTpauiiine nocaiguerns: NelUA/0610/04/01

Strength/Potency: 1 tablet contains calclum carbonate 1280 mg which aqidvalent 500 mg calohuny,
gholecaicifero! {(vifamin Dl — 5 uo (200 W), which conforms cholacaicHerol concentrate 2 myg /

Cuna givAknericTs: 1 TafineTka MiCTWTE kansyiio kapbouaty 12580 wMr, wo skpisaneqTHo 500 mr xanbuin,
xonekansuumepony {(Bitaminy 03) ~ 5w (200 MO), 1o signosinas xOnekansunQepQny KoHUeHTRaTy 2 wr

Package size and type: 160 tablets in vial; 1 vial in carton box { Posuip Ta sng ynakost: ne 100 1abneToey:
hrtakoni: no 1 nakoHy B HARTOHRIA Kopoiul

Dosage form: chewabls tablets /

Tlikancura chopma: TabNETHM AyBaNbHI

Manufacturing date [ lara supobnuurea: 26.03.2028 Bateh fiumber / Cepis: 12521840
Expiry date / Tepumin npuaaTrocti 08-2027 Batoh size [ Poamip cepil: 8,040
Manufacturing Authorization name and number: Asker Contract Manufacturing AS — part of
MNexiPharma group Me 23/22156-13 o
Hazsa eupoGuura | Homep miuedsilt Ackep KonTparr Manydexdepinr AC — YaCTUHE Moy KOMIanid
Hexcrdapma Ne 23/22156-13

Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

Anpecs eupoSruol dineswul Opammencesis 852, HO-1383 Ackep
Country of origin: Morway / Kpaina-supoBank: Hopeens

Cartification statement / 358783 npo coimWdikaLiwn: L o )

i hershy certify that the above information iz authentic and accurate. This batoh of product has been
manufactured, including packagingflabeling and guality control at the above mentioned site {3} in full
compliancs with the GMP reguirements of the local Regulatory Authority and with the specifications in the
Markeling Authorization of the importing souwntry or product specification file for Investigational Medicinal
Producis. The batch processing, packaging and analysis records were reviewed and found 1o e in
gompiiance with GMP. / Ll pinTaepasyo, 1O BMLSBKaIaHa iHbopMalin £ gooTorionon § Tounor. Jana cepin
ooyl BUTCTOBRNSHA (BKMOYAOUM YHAKDBKY/MADKYBAHHRA) | nposeassrd koHTpone T Ax0CTI Ha BKazanii
AinLRALE ¥ NOBHIA BIANORIGHCCTE 2 uvoramyn GMP, soTaHoBNSHuMIK MICUSENM DENYNATODENM ORISHOM, 3 TEKOM Y
signoeigHosTE 31 onedudikalisn, WD MICTUTRECR 8 PoECTRauifHOMY A0CbE KPEHU-IMIODTEDNa YW 8 J00kES
cneundikalyif Ha nPenapaT Ang oCTQMYBaHOre nikapcekoro aacoly. Tpotokomns supolDHNUTESR, YNSEOBKM T2
ananky Byny nepernsHy T BCTAROBNSHO BIANOsBIRHICTE GMP.

Mame and position Hitle of person authorizing the batch release /
NpizBMEe T8 NOcana otobE, AKa BUHSNa 403N Ha suyck cepil:
Gusalified Parson |

Ynoonosauena ocoba:

Date of signature / Javs sianwcy:

...........

in the case of discrepancies or doubt between the English and Ukrainian language, the Englist varsion shall ke binding /
¥ pazi GvIe-AKHX posGixHocTel alo cyMAiRiR MIK BepeimMy aRTTINCER0I0 TR YKPAIHCEKOID MOBEMY, TICPCRANILY CILTY MAC BEPELl .
AHEHCHKOI0 MORDID,

Agicar Contract Manuizoluing A5 - EMTERPRIBE MO T +47 86 76 30 30
par of MextPhamma grour MO GZ1aT 187 MVA wnsn M bS g, coms

Trrammensveien 552
RC-1332 Acker
"oy




Baich Quality Certificate for Medical Prodguct /
Ceptidicar saxoct! cepll mikapcekors sacoby

Name of product: CALCIUM ~ D: NYCOMED WITH MINT FLAVOUR, chewable tablets Me 30 in vial /
Hazsa npogyery: KANBLHA-GS HIKOMEL 3 M'ATHIM CMAKOM, tabnetiv xvsanuti N2 30 v donakoui

Batch number [ Cepin: 12521840

Manufacturing date / Jara supobunutea: 26.03.2025
Bateh size f Posuip cepil: 8,048

Expiry date [ Tepwin npuaamocts (8-2027

Analysiz has been done according to Quality Control Methods ! Asania sarcusnnll v pinrosimsocti Ao MIS
Parameters | Specification / Crneunbivauis Resulls / PosynetaTy
HOPMAETYBH] TORS2HIER

Appearance { Onume

Round, white and conves tablets, May have | Conforms { Bignosinas
small specks, and irraguiar edges, A smaf

amount of powder may be present at the

hottom of the boftle. / Kpyeni groonyiai
rabneTin Binoro wnsopy Sa3 obonoH.
LOTIYCKAS TROH REABHICTE BYpAnTen: T2

Heaenur HepiskocT! kpate. Momnueom &

HEBSNMKEA RINBEICTD NOROWNY HE ARl hnakous.

dentification / lneHrudixauin
Caloium f Kansuho

Carbonate { KapSosary

Cholecaliciiarol /
Aonesarsumpepiny

Pogitive / TlosuTuena peasiin
Positive { No3uTHBHA peaxuin

Rust comply /
MaoTh BIANOBIEaTI BHMOTAM

Lonforms / Bianoeinae

| Conforms f Binnosipas.

Conforms / Bignoninae .

Agsay { KinbKCcHe BUaHaYeHHR

Calfchum / Kansuiho

Cholecaicifersl / Xonexaneuudiepoy

]_ A75 — 525 mgftablet 7 475 — 525 mritabn.
' 50— 6.0 uaftabiet [ 5,0 - 5,0 Mriiratn

{200 ~ 240 Witablet / 200~ 240 MO/TaBs)

495 o’ tablet / mrfTabn

5.7 ugftablet { mxrabn

Uniformity of Content? f

OnsopinHicm amicty 1
‘Cholecalciferod /
Aongranesyubepony

Avcording to Ph. Eur. f
MaioTe sinnosigaty suvoras Cap. Dapm.

-Gonferms ! Bianoeinas

Average ass | {epenua mMaca

iiniformity of mass ! OzHopinsicTs
MACH

1530 tha & 76 mg / 1520 mr > 76 wr

Acoording to Fh. Eur. f
MawoTh sipnosinats suioras Tep. Papm.

{520 mg / wr

Comforms / Bignosinae

Grusgirsg sirangth /
LTIRKICTE B0 DOSHABHIBRARHR

0140 N/70 - 140 H

BEMIH

Microbinlogical purity’ /
Mixpofionorivpa wueToTa'
{non-aquecus preparations for oral
use) / {nesoasi nikapcer 2acobi gnn
OPENLHOIT 2ACTOCYBANNA)

Taotal agrobic microbial count
{TAMC) f Saransua knskioT.
aenolunx mikpodpradiaviz [TAMEC)

Total sombined yeasts/moulds
Gount {T Y} { 3aranbna knbkicTs
nRICHRBMY | AphenuoRmx ronéin
{TYMC)

| Bpecified micro-organisms /
e udiMe MEDOOTIHEEMM

Acoording 1o Ph. Eur./
MatoTs signopifatn sumoram Sep. Sap.

| Booording to Ph, Bur, /

MzoTh Bignosigans suMoras £8p. Dabm..

E Acvording to Ph. Eur.
| Mawms signosiaam sumoran £, Gapi. '

ITesting frequency actording fo internat routines / acroTa nposeasHHs BUNPOBYBAHHA KOHTPORICETLCR

BHYTRIUNIM DEITAMBHTOM

Page 1/2

Asker Dontract Masufactudng A% -
‘wart of NextPharma group

Drammensveien 552
MO-1383 Asker
Monwgay

EMNTERPRIZE MO
NOEDYE 107 187 MYA

WA R ra. om




Hatch Quality Certificats for Medical Product/

CRpTHMIKST SROCTE CEDH NIKaPCLYGTO 2acody

Name of product: CALCIUM - Dy NYCOMED WITH MINT FLAVOUR, chewsble tablets Me 30 invial /
Hazga npoayity: KANLLUIW-O3 BIKOMER 3 MATHM CMAKDM, Tabnetss xysanuyi Ne 30 v chnaxoi

Manufacturing date / Jate swpobavurea: 28.03,2025 Batch number f Cepis 12521940
Expiry date / Tepmid npuaamoct; §8-2027 Baich size / Posmip cenil: 8.040
Mame and position fitle of person Cusalified Person | Date of signature /
authorizing the bateh releass { Npizpuue T4 Ynneropamena ooola Fara nigmay:
nocana ooolv, ara srnaana A0IRIN Ha BUAYCK
cepii:

urrm%-

|§ -'Il‘-?“‘"i {"-FMF ] ,,_}
? "erfﬁ;iqi\{jﬁmﬁ-f«ﬁfﬁijﬁ 3
O4 -t -Jels
Hhors Tinser A1, Thuniified Parson
Chutity Dol o
- Auker Gonlioat Metndachaelng A8, Noriy

be hinding /
Y paal Gy as-amx posdibxnpcTel alio CyMHIBIR MK BeDCInMK BHIMIACKRDID T2 YEPaTHORKOK MORAMH,
TEpOBANHY CWITY MBS BEDCIR SHFMIHCLISID MOBOK.
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AEPKABHA CAYNKBA 3 JIIKAPCHKHMX JACODBIB TA KOHTPOJIO 3A
HAPKOTHKAMM Y KMIBCBKIHU OBJIACTI

npos. Ceirmsmmnot Hanil, 3, m.Kais, 02099, Tes/dake: (044) 576-40-41
E-mail: dis.ko(@dis.gov.ua, Kon CAPHOY 37078774

BUCHOBOK
PO KAKICTH BREICHOIo 8 YKpainy Jikapchkero 3acody

27.06.2025 Ne 25474/25/10

KAJIBHIFI -J13 HIKOMEJI 3 M'SITHUM CMAKOM

. (Haiisenyras s MKERCHKOI0 30008y HiAB0 3 pecorpaniiinuM HocsiReHIIM) L L
Tabaerku iyBajanHi ne 100 rabaerox y daaxoni; no 1 gurakeny B KapTOHEil KXOpoDHi.

{dopMa BHIIYCKY, AO3YBAHER, BRI NAKYREHHET HKAPOSKOTOo 3ac00y)

Homep peccrpanisinoro nocsizyenns UA/T0610/01/01 crpox i peecepaniinoro nocaimsenns 01.01.2099

Cepin fixapengoro sacoby Ni 12521040 KinskicTs BEE3CHOTC HKAPCHROTG 3ac00y 3840
‘Bupobunk Acxep Konrparr Manydiekuepiar AC, Hopgeria
(HATMHYBAHRA BHPOGENRA KAPCLKOTD 33600y, KPATHS HOXOROHIN)
‘Bietetio B Yepaliy ‘TosaprcTEe 3 o6Mexenolo BiznopizaannicTio "ACIHO YKPATHAY,
igenr. kox; 42274733

{HARMERYSAHFS 18 K04 36 CIIPITOY opwiiasol 0Cor 460 HpIsRRLile, in's, Bo Gatbron Dizkanoi
QCO0H « TANEPAEMES, T MICDC TRORERARNS T8 PocCTRaEHRE BoMep o03iKoRe] KAPTKE BIXTREKE
TOATKR 300 Cepif TA HOMED NACTIOPTA}

fipororon sisyarsrore xouTposme six 03.06.2025 N 1656/3.
JaGoparopunit agams ARGCTE HIKAPCEROTO 3acoby suincneni
JHT "Lerrpansna naGoparTopis 3 aHamisy axocti JiKaperkiy 3acobin 1 Memirimol nponyKidi®

{m.Kudn, sy, Kyapsascera 10r m.Kuis, syn. Kvapascexa 8B Kniscoka obnacts, ¢. Hopi HerpiBii,
Bya, Ipana Opanxa, 19)

{nafivesypauss Ta Michemexeprenss naboparoptl, o nporena raboparopritii aHaNs AK0CTH)

BUCHOBOK mOI0 $KOCTI JHKapesKero 3acofy, sunaniii zaboparopieio sin 26.06.2025 Ne 0895
PesyrsTat FaG0pATOPHOTe ARATIZY AKOCT] MIKAPCHKOTC 3aco0y 33 MepesipcHAMM nokasHEKaME BITTORINZIOTE
- BHMOTAM METORIB KOHTPORG 9KOCTI (aHamiTHIEG-HOPMATHBHC! JOKYMEHTAN ),

.32 pPeIyNSTATAMH HEpKABHOIC * KOHTPOIIO BCTAHOBASHO, [0 JHKEDCRKHE 3acil maetemc B Vepafay 3

- XOTPHMAHHAM rusM0r 3aKOBOEECTRA MO0 3a0encaens SrOCT] IHKaperKix 3aco6ii.

- {Dmra EPBOMEHKO.

¥ {imigarm TR Npissnme)
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