NextPharma

CERTIFICATE OF RELEASE AND GMP COMPL!A}NCEI"
CEPTUDIKAT BIAMOBIAHOCT! GMP BUNYLLEHOI CEPII
Name of product: CALCIUM — D; NYCOMED OSTEOFORTE, chewable tablets N° 60 in vial/
Ha3sea npoaykry: KANbUIN-A3 HIKOMEZl OCTEO®OPTE, TabneTku x)yeanbHi N2 60 v dnakoni

Marketing Authorization: NeUA/12922/01/01 / Peectpauiiiie nocsiguerns: NeUA/12922/01/01
Strength/potency: 1 tablet contains calcium carbonate 2500 mg which equivaient 1000 mg calcium ,
cholecalciferol (vitamin D) 20ug, (800 IU) in the form of a concentrate of cholecalciferol 8 mg /

Cuna pii/AkTuekicTs: 1 TabneTka MICTUTB: Kanbililo kapBoxarty 2500 Mr, wo exeisanerTHC 1000 mr Kansyiro,
xonekansungepony (Bitaminy [43) — 20 mur (800 MO) y Burnsigi KOHUBHTpaTy xonekansuwgepony 8 mr

Package size and type: 80 tablets in vial; 1 vial in carton box / Posmip Ta BUG ynakosku: no 60 Tabnetok y
thnakoHi; no 1 thnakosy B KapToHHI KopobLyi

Dosage form: chewable tablets f Nikapcbka hopma; TabrieTkn XyBahbHi

Manufacturing date / Jara BUpoBHULTBRa: 11.12.2023 Batch number / Cepis: 12508507
Expiry date / Tepmin npuaaTHocTi: 05-2026 Batch size / Poamip cepii: 20.640

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

Ha3sBa BupoGHuKa i HOoMep niueHsii:* Ackep Kontpaxr Manydekuepir AC — yacTuna FPYNK KOMASHI
Hekctdapma Ne 23/22156-13

Manufacturing Sites: Drammensveien 852, NO-1383 Asker/

Apnpeca BUPOGHKYOT AinbHuyi: LpamMmenceeitn 852, HO-1383 Ackep

Country of origin: Norway / Kpaina-Bupo6Hux: Hopeerig

Certification statement / 3assa npo cepTucbikayi:
} hereby certify that the above information is authentic and accurate. This batch of product has been

Medicinal Products. The batch processing, packaging and analysis records were reviewed and found to
be in compliance with GMP. / Unm nigTeepaxyio, 1o BulueskazaHa iHthopmayis € AOCTOBIPHOW | TOUHOIO.
HAana cepisi npoaykuii BuroToBnena {BkAIOYaOYY YNakoBKy/mapkysaHHs) i nposegenvit KOHTPONb i AKoCTi Ha
BXa3aHiiA OiNnbHUL y NoBHi BiANOBILHOCTI 3 BUMOramMm GMP, BcTanosnenumy MiCUEBUM PeryNaTOPHAM OpIraHoM,
@ TakoX ¥ BiAnosigHocTi 3i cnevudiailielo, Wo MicTUThCH B PeecTpaLifiHoMy Aocke KpafHu-imnopTepa 4n B gocke
cneunchikalii Ha npenapar ans ACCnipKY BaHoro Nikapcekoro 3acoby. Mporoxonu BUPOGHULTBA, YNakoBK4 Ta
aHaniay Synu Nepernax‘yTi i BCTaHORNEHD BinnoBiaHicTs GMP.

A& - ciLo- 2029
Name and position /title of person authorizing the batch release / /
Mpisanwue Ta nocana ocolu, sika eupana possin Ha BUNYCK cepil: Ll YL ¥
Qualified Person / Mari Anii Kleppe, Qudlitled Parson
YnosHoraxeHa ocoba; Quatity Dept,
Date of signature / flata nignucy: Asker Contract Manufacturing AS, Norway )

*Former Manufacturing Authorization name and number / MNonepegks Hassa BUPOBHUKA Ta niyeHsis;

Takeda AS Ne 9098-2, Drammensveien 852, NO-1383 Asker, Norway /
Takepa AC Ne 9098-2, NpammeHceeiin 852, HO-1383 Ackep, Hopeerisi

In the case of discrepancies or doubt between the English and Ukrainian tanguage, the English version shall be binding /
¥ pasi Bypb-aknx poabixHocTe: ab0 CyMHIBIB MK BepciRmi AHMAICEKOI0 Ta YipaTHCLKOKD MOBaMK, NBpeBKHY CUNY Mae BEDCIA aHrilicokon

MOBDI.
Asker Confract Manufacturing AS — ENTERPRISE NO T +47 66 76 30 30
part of NextPharma group NO 929 107 187 MVA www.nextpharma.com

Drammensveien 852
NO-1383 Asker
Norway
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_ NextPharma

Batch Quality Certificate for Medicinal Product /
Ceprudhikar sxocri cepii nikapckkore sacoby

Name of product: CALCIUM — D3 NYCOMED OSTEOFORTE, chewable tablets N°60 in vial
Hassa npogykry: KANbLIA-A3 HIKOMEL OCTEO®OPTE, Tabnerin *yBanbHi Ne 60 y dinakoni

Batch number / Cepis; 12508507

Manufacturing date / Jara Bupo6unursa: 11.1 22023
Expiry date / Tepmin npugaTrocTi: 05.2026 :

Batch size / Poamip cepii- 20.640

Xonexanbumbegony —-BEPX

retention time of the peak in the chromatogram of
the standard solution/

Hac yTpuMyBaHHS ocHOBHOTO nika Ha XpomaTorpami
BUNPOGYBAHOrO  posumky Mae Biznosigatn  uacy
YTPUMYBaHHs rfiika Ha xpomaTorpami cTaHaapTHoro
pO3quHy.

Parameters / Specification / Cneuvdhixavis Results /
HopmaTusHi nokazHrku Pesynetati
Appearance / Round, white, uncoated and convex tablets. May | Conforms /
have small specks and irregular edges. A small Bianosigae
amount of powter may be present at the hottom
of the bottle. /
Onue Kpymi, Gini, geoonykni TabneTku Ges ofonoHu;
AONYCKAETLCA  HASBHICTE BKPaNneHs Ta HeBENWKi
HEPIBHOGTI kpais. MoXIMBOK ¢ HAABHICTH HEBEnuKoT
KinlbkOCTI Mopouiky Ha aHi dnakora.
Identification / laenmdikauin
Calcium (Ph.Eur., test b) f Kanbuito | Positive / MNosurnena peakuis Conforms /
(EBp. Dapm., Tecr b} Binnosigae
Carbonate (Ph.Eur., test b}/ Positive / NoswTuena peakyis Conforms /
KapBouaty (€sp. dapm., TecT b) Bignosigae
Cholecalciferol - HPLC / Retention time of main peak in the chromatogram | Conforms /
of the sample solution must correspond the | Bignosinae

Assay / KinbkicHe Buahaqdenns

Calclum -~ Titrimetric method /
KaneLii- Tutpumetpuvnisi metog

Choilecaiciferol HPLG /

950 — 1050 mgltabiet / 850 — 1050 wmr/Tabn

20.0 - 24.0 pgltablet f 20,0 — 24,0 mr/rabn
(800 - 960 1U/tablet / 800 — 960 MO/ratn)

1005 mg / tablet /
Mrfradn.

21,8 pgftablet/

Xornekansuucheporn— BEPX MK/ Tabn

Uniformity of content /

QAHopigHicTs Ao308aHMUX CANHALb

Gholecalciferol ~ HPLC / According to Ph.Eur. / MNosunni BianoeinaTy Conforms /

Xonexanbumjnepony— BEPX BumMoram €sp. Gapm Bignosigae

Average mass / Cepeina maca 3093 mg £ 155 mg /3093 mr 155 mr 3103 mg / mr

Uniformity of mass / According to Ph.Eur. / FloBunmi sianosigaTn Conforms /

OaHopigHicTs Macu BMOram Eep. dapm Bignosigae

Crushing strength/ 120 -200 N/ 120 - 200 H 141 N/H
&TFﬁKI’CTb AC pO3naBNIoBaHHA
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 NextPharma

Name of product: CALCIUM ~ D3 NYCOMED OSTEOFORTE, chewable tablets N260 in vial
Hazga npoaykry: KAJBUIA-A3 HIKOMEL OCT EO®OPTE, rabneTku xysanbHi N@ 60 y ¢nakoHi

Manufacturing date / [lata supoBuuurea: 11.12.2023 Batch number / Cepia: 12508507
Expiry date / Tepmin npupatHocti: 05,2026 Batch size / Poamip cepii: 20.640

| Microbiological purity® /
m‘ﬁﬂ%ﬁi(’mma HacToall Not more than 10° CFU/g / He Ginbuie Hix 108 KYO/r Conforms / Bignosinae
TYMG Not more than 102 CFU/g / He Ginblue Hix 102 KYO/r Conforms / Binnosinae
Escherichia coli Absent in 1 g/ BinoytHicTs/r Conforms / Bignosigae

Controlled according to internal test program, perform for every 10th batch / 'Tecr, wpo KOHTPOTHOETLCA
BHYTDILWHIM pernaMenTom, NPOBOAUTLCS Ha kOXHIA 10-i cepil.

Name and position ftitle of person Qualified Person / Date of signature /
authorizing the batch release / Apissuwe YnoeHoBaxeHa ocoba [ata mignucy:

Ta nocapa ocobu, Aka BUoANE JO3BIN Ha

BUNYCK Cepit:

IR =D - 2093

L X fppe
Mesi Ann Kl%%rson

Quality Dept,
Asker Contract Manufacturing AS, Norway

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

be binding /

Y pasi byAb-skux posbikHocTed abo CYMHIBIB MiX Bepcismy aHrMiAcEKo T2 YKPaTHCBLKOIO MOBaMY, MEPEBaXKHY CUITy Mag
BEPCI AHMIACHKO0 MOBOI. '
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