CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUDIKAT BIAMOBIAHOCTI GMP BUMYLLEHOT CEPI

Name of product: CALCIUM - D; NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 50 in vial /
Haasa NpoayKry: KANbLUIN-A3 HIKOME[ 3 ANENBCYHOBAM CMAKOM, Tabnetiun wysansHi Ne 50y
thnakoHi

Marketing Authorization.: NoUA/3541/01/01 / PeecTpauiine HOCBIAYEHHRA. NeUA/3541/01/01

Strength/Potency: 1 tablet contains calcium carbonate 1250 mg which equivalent 500 mg calcium;
cholecalciferol (vitamin D3) - 5 pg (200 V), which conforms cholecalciferol concentrate 2 mg /

Cuna piAkTuBHICTb: 1 raBneTka MICTUTb: KastbLiiio kapBonary 1250 mr, Wo exsipanexTHo 500 Mr Kanbuio,
xorexanblmdepony (siTamity D3) - 5 myr (200 MO), wo gignosinae xonekanbLudepony KoHueHTpary 2 Mr

Package size and type: 50 tablets in vial; 1 vial in carton box / Poawip Ta Bl ynakoBiu: 1o 50 TabNeToKy
dhnakosi; no 1 (hnaxoHy B KApTOHHINA KopoBui

Dosage form: chewable tablets /
Jlikapcbka opma; TaBnEeTKN XyBasbHI

Manufacturing date / Jata pupobHILTRA: 04.09.2023 Batch number / Cepisi: 12504813
Expiry date / Tepmin npUAaTHOCTI: 02-2026 ‘ Batch size / Poamip cepii: 44.800

Manufacturing Authorization name and number:* Asker Contract Manufacturing AS — part of NextPharma
group Ne 221276285

Haspa BUPOOHUKA | HOMED nigensii:* Ackep KOHTpaKT MaHypek-epiHr AC — yacTuHa rpynm KomMnaHin
Hexcrdapma Ne 22/27628-5

Manufacturing Sites: Drammensveien 852, NO-1 383 Asker /

Appeca BupoGHKHOT AirbHrLE [ipamMmeHCBEnH 852, HO-1383 Ackep

Country of origin: Naorway / Kpa':’ua»awpoﬁuux: Hopgeria

Certification statement / 3asBa npo cepTrikaLio:

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packagingliabeling 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 ninraepixyto, Wo BuLleBkasaHa incpopmatlist € AOCTOBIPHOIO |
TouHow. [laHa cepisi rpopykuil BUroTOBNEHA (BRIVOUAIOUN ynaKOBKy/MapKYBaHHﬂ) i NpoBeAeHMIt KOHTPOMNL i
akocTi Ha BKasaHi AinbHvul Y noBHit BignosigHocTi 3 gumoramu  GMP, BCTAHOBMNEHUMU  MICLEBAM
peryrnsropHumM oprasom, a TaKkox'y gignosiprocTi 3i cneyudikauier, wo MiCTUTRCH B peecTpauitHomy 0oChe
Kpainu-imnoprepa un 8 JIOCHE crieundikauin Ha npenapar ans  [OCHipKyBaHoro niKapchKoro 3aco0y.
MpoTokonu BupoBHULTES, ynakoBky Ta axarisy Oysm nepernaHyTi i Bﬁ’”é‘i‘-’i’?ieneno BinnosighicTe GMP. \

Name and position /title of person authorizing the batch release /

[Mpizeuwie Ta nocasa ocobn, sika Bunana [03BiN Ha BUATYCK cepii: ‘,Q «;w

Qualified Person / G Togris,

VroaHosaxera ocoba: . ety |
Date of signature / [laTa nianncy: Biskar Contract Manu singy AG, Monvay

*Former Manufacturing Authorization name and number / lonepenns Ha3sad BupobHUKa Ta fieHsis:
Takeda AS Ne 9098-2, Drammensveien 852, NO-1383 Asker, Norway /
Takepa AC Ne 9098-2, [ipamvercBedt 852, HO-1383 Ackep, Hopserisi

In the case of discrepancies or doubt between the English and Ukrainian language, the Englis
Y pasi ByAb-sKnX poa6i>«noc’reﬁ a6o cymHiaiB Mbk sepciamMu SHIRIACHKO T8 YKPATHCHKOO MoBaN
AHFMIACHKOIO MOBOID.
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Batch Quality Certificate for Medical Product/
Ceprudikat sikocTi cepii nikapcekoro sacoby

Name of product: CALCIUM ~ D: NYCOMED WITH ORANG
Hagssa NPOAYKTY: KANbLIA-03 HIKOME] 3 ANENLCUHOBYM CMAKOM, T

Manufacturing date { [lata supobHuLTBA: 04.09.2023
Expiry date / Tepmid npUOATHOCTE 022026

E FLAVOUR, chewable tablets Ne 50 in vial/
abneTk xypanbHi Ne 50y chnaioHi

Batch number ! Cepisi: 12504813
Batch size / Posmip cepil: 44.800

Analysis has been done according to Quality Control Methods | AHan3 BUKOHAHW sinnopigHocT Ao MKA.

Parameters /
HopmaTuBHi NOKa3HUKY

Specification / Crieundpikauis

Results / Pesynbrat

Appearance / Onuc

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 Apoonyk
TabneTiv 6inoro konkopy 6e3 0BONOHKA.
[lofyCKAEThCA HAABHICTL BRPANIEHE Ta
HeBenmKi HepisHoCTI kpais, MoXGMBoIo €

HEBEIAKA KINbKICTL NOPOLUKY Ha i hrakoHa,

Conforms / Bignosigae

Identification / IneHTucbikauis
Calcium / Kansuio

Carbonate { KapGoraty

Cholecalciferol / Xonekanetichepony

Positive [ ToanTBHa peakuin
Positive | MNosutneHa peaxuis

Must comply /
MaioTh BiANOBIIATH BAMOram

Conforms / Bigrosigae
Conforms | Bigriosinae

Conforms / Bignosipae

Assay / KinbKiCHe BUBHAUEHHSA

Calcium [ Kansuiio

Cholecalciferol / Xonexkanbuudepony

475 — 525 myltablet | 475 ~ 525 mr/rabn.

5.0 - 6.0 pgltablet / 5,0 - 6,0 mir/rabn
(200 ~ 240 {U/tablet / 200 - 240 MO/rabr)

499 mg/ tablet / wr/tabn
5,6 pgltablet / myr/rabn

|

Uniformity of Content' /
OpsopipRicTs BMICTY !

Cholecalciferol / XornexkansLudeposny

According to Ph. Eur./
MaioTh BiAnoBinaTH BuMoranm SBp. dapm.

Conforms | Binnosigae

Average mass / CepeaHs maca

Uniformity of mass / OpHOopiaHICTE
Macu

1555 mg % 77 mg [ 1555 Mr £ 77 mr

According to Ph. Eur.{
MaioTs BIANOBIAATIA BAMOTaM Cep. PapMm

1550 mg / mr

Conforms / Bignosisae

Crushing strength /
CriviicTs [0 posvyasniosatts

70 ~ 140 N/ 70— 140 H

87 N/H

Microbiological purity' /
MikpoBionoriuna umuecToTa’
{non-agueocus preparations for oral
vse) / (HeBOOHi riikapcbki 3acobu ans
OpaNLHOTO 3ACTOCYBAHHS)

Total aerobic microbial count
(TAMC) f 3aranbHa KinbKICTE
aepolbHux MikpoopraHizmis (TAMC)

Total combined yeasts/moulds
count (TYMGC) / Baranebha KiNbKICTD
nnicHABUX | ApbKIKOBIX TpUGiB
(TYMC)

Specified micro-organisms !
Crieundhivni MikpooprarisMy

Aceording to Ph. Eur./
MatoTe BianoBiaaTh BUMOTram Eep. dapm..

Conforms | Bignosinae

Conforms / Bignosiaae

Conforms / Bighosinae

Testing frequency according to internal routines { 'Uacrora nposeneHHA BUrpoByBaHHA KOHTPOMOETLCH

BHYTRILUHIM pErnaMeHTom

Asker Contract Manufacturing AS -~
part of NextPharma group

Drammensgveien 852
NO-1383 Asker
Norway

ENTERPRISE NO
NO 929 107 187 MVA

branennfy 04U

Q@C‘& SRR 7/%

Page 1/2

30

a.com




Batch Quality Certificate for Medical Product /
CepTudiat aKkocTi cepli rikapcpkoro 3acoby

Name of product: CALCIUM ~ D3 NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 50 in vial/
Hassa npoaykry: KAITbLIW-[3 HIKOME[ 3 AMNENBCUHOBAM CMAKOM, Tabnetku xysanbii Ne 50y (pNaKoHi

Batch number / Cepin 12504813

Manufacturing date / laTd BUrOTOBIIEHHS: 04.09.2023
Batch size | Poawmip cepii: 44.800

Expiry date / Tepmix npnpatHocTi: 02-2028

Name and position /title of person Qualified Person / Date of signature /
authorizing the batch release / [pizave Ta YrioBHOBaXeHa ocoba [ara nignmcy:
nocana ocodu, sika sugana [03BIN Ha BUNYCK
cepil: ) )
. e TN A A
A% C;Q% }L\Q L. 2:) :}m&% \;;*J{%{’ %f/‘”v‘x
\

Lality Dept.
| Asker Contract Manufacturing AS, Narway

ine Tugum, Qualified Person %
§

in the case of discrepancies or doubt between the English and Ukrainian language, the English version shall

be binding /
Y pasi 8yab-aKux posBixHocTen ato CymHiBiB M
Mae Bepcis anrnificbKoo MOBOIO.

BEPCIAMU BHIITIACHKOIO Ta YKPATHCBKOI MOBaMU, nepesaxHy cuny
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