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NextPharma

CERTIFICATE OF RELEASE AND GMP COMPLIANCE!/
CEPTUDIKAT BIANOBIAHOCTI GMP BUINYLWEHOI CEPII

{ Haaea npopaykry: KAJ'IbLW-,[lS HIKOME/. 3 ANIENbCUHOBUM CMAKOM TabneTky XKyBajibHi Nﬂ 100y
GrriaKoHI
Marketing Authorization: NeUA/3541/01/01 / PeecTpauinne nocsigueHHs: NeUA/3541/01/01

Strength/Potency: 1 tablet contains calcium carbonate 1250 mg which equivalent 500 mg calcium;
cholecalcifero! (vitamin D3} — 5 pg (200 IU), which conforms cholecalciferol concentrate 2 mg /

Cuna pgH/AkTuBHICTL: 1 Tabnetka MicTuTh: KanbLiilo kapGoHaty 1250 mr, Wo exsiBanedtHO 500 Mr kanbl i,
xonekansuvipepony (Bitaminy D3) —~ 5 mkr (200 MO), wo sinnoeiaae xonekanstiudepony KOHUEHTpaTy 2 Mr

Package size and type: 100 tablets in vial; 1 vial in carton box / Poamip 12 8na ynakoskn:. no 100
TabneTtok y nakoHl, no 1 HpnakoHy B KApTOHHIK Kopobu

Dosage form: chewable tablets /
Nikapcbka dopma; TabneTtky XyeanbHi

Manufacturing date / [JaTa supofHuurea: 13.09.2023 Batch number / Cepia; 12505240

Expiry date / Tepmid npuaatHocTi. 02-2026 Batch size / Poamip cepii:. 24.680
Manufacturing Authorization name and number:* Asker Contract Manufacturing AS — part of NéxtPharma
group Ne 22/27628-5

Hazea supo6Huka i Homep nigen3ii:* Ackep KoHTtpakt ManydekdepiHr AC — 4acTuHa rpynu KoMnaHii
Hexcrdapma Ne 22/27628-5

Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

Anpeca empoGHUYoT AinbHKui: Dpammenceeiid 852, HO-1383 Ackep

Country of origin: Norway / KpaiHa-BupoGHuk: Hopeeris.

Certification statement / 3aspa npo ceptTudikauiio,

| 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 nigreepaxyto, Lo BulieBKa3saHa iHdopMalia € [OCTOBIPHOW |
TouHOK.. HaHa cepis npoAyKuil BUrOTOBNEHa (BKMOYAIOMK YIAKOBKY/MAPKYBaHHR) | npoBegeHnil KoHTpone 11
AKOCTI Ha BKasaHii AinbHMLE Vv NOBHIA BignosigHocTi 3 sumoramu GMP, BcTadosneHumy MicHeBUM:
PeryrisitoOpHUM ODraHoOM, a TakoX ¥ BiANOBIAHOCTI 3i cneundikauielo, Wo. MICTUTBCA B peeCTpaliitoMy JOChe
KpalHu-iMnopTepa uM B A[OCbe Cheuuikauiili Ha npenapar AN AOCMiaXyBasHoro nikapcbkoro sacody.
[TpOTOKONK BMPODHULUTBA, YNAKOBKK Ta aHanisy dDynu NepernanyT! i BCTAHOBNEHO BIANOBIANICTD GMP

et 92{3 207> ¢ w&
| Ine Tjugum, Qualified

Person
CGluality Dept.
~ Asker Contract Manufacturing AS, Nc:rway

‘Nanme and position ftitle of pergon authorizing the batch release /
[Mpiasnite Ta nocana ocodu, aKa sKunana Lo03Bin Ha BUNYCK cepii:
Qualified Person /

YnoBHoBaXeHa ocoda:

Date of signature / Jarva nianucy:

*Former Manufacturing Authorization name and number / [ofiepenHs Hassa BupoBHUKa Ta NiLEH3IA:
Takeda AS Ne 9098-2, Drammensveien 852, NO-1383 Asker, Norway /
Takena AC Ne 8098-2, Npammericeend 852, HO-1383 Ackep, Hopeeris

In the case of discrepancies or doubt betws 4 ' e o
Y pasi byab-aknx posbixkHocred abo cy -_f*"
AHINIACHKOK MOBGID, '

nd Ukrainian language, the English version shall be binding/
WW% N nmcblcmu Ta YKPATHCLKOIO MOBAMU, RePEBaNHY -CUilY -Mae Bepcis
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NextPharma

Batch Quality Certificate for Medical Product /
CeprudikaTt akocTi cepll nikapcbkoro 3acoby

Name of product: CALCIUM ~ D3 NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 100 in vial /'
Hazsa npoaykTy: KAJIbLI-{13 HIKOMEL 3 ANENCUHOBUM CMAKOM, tabneTku xyeansdi Ne 100y dhnakowi

Manufacturing date / Jata supobruursa: 13.09.2023
Expiry date / Tepmin npuaaTtHocTi: 02-2026

Analysis has been done according to Quality Control Meéthods / AHania BUKOHRHWE

Batch number/ Cepis: 12505240
Batch size f Poamip cepii: 24.680

sinnoeigHocTi 4o MK4.

Parameters /
HopMaTUBHI NOKA3HUKN

Specification / Cneuudikauis

Results / PeaynsTaTti

' Appearance [ Onnc

Round, white and convex tablets. May have
small specks, and irreguiar edges. A small
amount of powder may be present at the
bottom of the hottle. / Kpyrii asoonyxiii
TabneTiy Binoro konkopy Hes obonoHky,
HonycKaeThCA HAABHICTE BKpANIieHs Ta
HEeB&AKWK HepiBHOCTI Xpals. MOXIMUEo0 €
HEBErnKa KinbKICTb NOPOLKY Ha AHi hnaxonra. .

Conforms / Bignosinac

Identification / Iﬂei#ucbixauiﬂ
Calcium / Kansuiio
Carbonate / KapGonarty

Cholecaiciferol / Xonekanbundgepony

Positive [/ NoantuBHa peaxyis
Positive /TlosantneHa peakuisa

Must comply /
MaioTs BiANOBIpATY BUMOram

-Conforms / Bignosinae
_Conforms / Bianosigac

Conforms / Bianoeigae

| Assay / KinbKiCHe BU3HaYeHHA
| Galcium 7 Kansuio

| Cholecalciferol / Xonexansundepony

| (200 — 240 1U/tablet [ 200 — 240 MO/rabn)

475 — 525 mgftablet / 475 — 525 mr/Tabn.
5.0 — 6.0 ugftablet /5,0 - 6,0 mxr/rabn

500 myg/ tablet / mr/Tabn
5,5 pgitablet / mxr/Tatn

Uniformity of Content’' /
OnHopipHicTs BMIiCTY

1 Cholecalciferol / Xonekaneuudepony

According to Ph. Eur. /. |
Matorb sianosisatu sumoram €ap. dapm..

Conforms / Bianoeigae

| Average mass / Cépe.u,nn maca

1 Uniformity of mass / OaHopigHicTs
:-maﬁn

1558 mg 27T mg /1555 mr £ 77 mr

According to Ph. Eur. /
MaicTk Bignoeigatm suMoram €ap. Gapm

1560 mg / mr

Conforms./ Bignosinae

Crushing strength /
1 -CTIAKICT 8O pO3HARNIOBAHHS

70-140N/70 ~ 140 H

85 N/ H

| Microbiological purity? /

1 MikpobBiorioriqHa wuctoTta’

1 {non-aqueous preparations for oral
use) / (HeBOoaHI NixapcwLki 3acobu aAns
OpansHOTQ 3acTOCYBaHHs)

Total aerobic microbial count
(TAMC) / BaranoHa kinskicTb

| aepobHux Mmikpoopranismia (TAMC)

| Total combined yeasts/imoulds
count (TYMC) / 3aransHa Kinekicts
MNICHABKUX | ADIXAKOBUX rPVGiB

(TYMC)
Specified micro-organisms /
CneyundiyHi MiKpoOpraHizmm

According to Ph. Eur,

According to Ph. Eufi & 5/

MatoTe BinnoBinaTy B

% . A
MaioTh BignoeiaaTy BuMONR R S Ewe
Nirospg a2
hm- .,_,.#_‘__ -

According toPh. Eur. /

MarTb BiANoBinaTH BUMOram £8p. Gapm..

\iConforms./ Bianogigae

¥ Conforms / BinnoBinas

Conforms { Bignosiaae:

'Testing frequency according to internal routines / 'YacTtota npoeesaeHHs BUNPoBYBAHHA KOHTPOMOETHCH

BHYTPILHIM pernameHTom
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NextPharma

Batch Quality Certificate for Medical Product/
CeprudikaT IKOCTi cepil AiKapebXoro 3acoby
Name of product: CALCIUM — D3 NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 100 in vial /

- .

Hasaa npoaykty: KAIbLIN-A3 HIKOME[ 3 ANEfIbCUHOBHUM CMAKOM, TabnerTky xysaneHi Ne 100 y dhnakoHi

Manufacturing date/ [lata purorosnenHst: 13.09.2023 Batch number f Cepist 12505240
Expiry date / Tepmin npugatHocTi: 02-2026 Batch slze / Po3mip cepii: 24.680
Namie and position /title. of person Qualified Person/ Date of signature [
-authorizing the batch release / [pisBuine va YnosHoBaxeHa ocoba Haranianucy:

nocana ocobu, Aka Buaana No3sin Ha BUNYCK
cepli:

Quality Dept.
 Asker Contract Manufecturing AS, Norway

in the case of discrepancies or doubt befween the English and Ukrainian ianguage, the English version shall
be binding/

Y paszi Syap-sKkux posbixHocTest aGo CYMHIBIB MDK BEPCIAMU SHIMNIRCHKOIO Ta YKPAIHCHKOI0 MOBAMM, NePEBAKHY CUMY
MAE BEPGCIN aHINIMCLKOI0 MOBOIO.
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