NEPJKABHA CJIYKBA 3 JTIKAPCBKHUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMU Y KHIBCHKIU OBJIACTI

npos. Ceitnuaroi Hagil, 3, M.Kwuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
PO AKIiCTH BBe3eHOro B YKpaiHy JikapcbKoro 3acody

31.07.2024 Ne 33700/24/10

KAJBINHI-I3 HIKOMEJ OCTEO®OPTE

(HalMeHYBaHHA FiKapcbkoro 3acofy 3rifiHO 3 peecTpauifHIM TOCBIJUCHHAM)
Ta6JeTKH KyBaabHi 10 30 TadieToK y (uaakoni; no 1 paakony B KapTOHHiN KopoOui

(opMa BHITYCKY, AO3YBaHHs, B MaKyBAHHs IiKapchKoTo 3aco0y)
Howmep peecrpauiitnoro nocsimuens UA/12922/01/01 crpox aii peectpauiiiHoro rocsients 01.01.2099
Cepis nikapeskoro 3acoby Ne 12513529 KinbkicTb BBE3eHOTO JiKkapcskoro 3acoby 18119

Bupo6HuK Ackep Konrpakr Manydekuepinr AC, Hopseris

(maiiMenyBanBs BUPOOHKKA NiKapchKoro 3acoby, Kpaina NOXOKEHHA)

Baeaeno B Ykpainy TosapucTeo 3 obMe:kenolo BimmosinanenicTio "ACIHO
YKPAIHA", inent. con: 42274733

(HaiiMeHyBanns Ta xof 3a €JIPIIOY ropunmuioi ocobu abo npissHLIE, iM'1, 10 6aTBKOBI
diznunoi 0cobH - mixpueMIs, i MicUe NPOKUBANKA Ta peecTpauiifnuit Homep 06mikoBOT
KapTKM [UTATHHKA TIOAATKIB abo cepis Ta HoMep TacropTa)

TIporokon Bisyansuoro xontpoio six 04.07.2024 Ne 1932/7.
JlaGopaTopHuii aHai3 SKOCTI JiKapCEKOTO 3ac00y 3AIACHEHMIL:

JIIT "LientpansHa 1abopaTopis 3 aHali3y SKOCTi JIKapChKHUX 3ac00iB i MEIWIHOT MPOXYKLIi"
(m.Kuis, Byn. Kynpssceka 10r m.Kuis, Byn. Kyznpsecska 8B Kuiscbka o6nacts, ¢. Hosi
IlerpiBui, Byi1. [Bana ®panka, 19)

(HaliMeHyBaHHS Ta MiclesHaxomkeHHs naboparopii, 1o mposena nabopaTopHHuii aHaNi3 JKOCTI)

BrcHOBOX 100 AKOCTI NiKapchKoro 3acoly, BUaBuii nabopaTopiero Bt 30.07.2024 Ne 1556

PesynpTaTd 1a60paTOPHOTO aHANi3y AKOCT] JMIKapCHKOTo 3aco6y 3a IepeBIPCHUMHU NOKa3HUKaMH BignmoBigaTH
BHMOTaM METOJB KOHTPOJIIO SKOCTI (aHAII THIHO-HOPMATHBHO] JOKyMeHTauil).

3a pesyNbTaTaMd  AEPXKaBHOTO KOHTPOJNIO BCTAHOBIEHO, WIO gikapcekuil 3aci6 BBeseHO B YKpaiHy 3

JOTPHUMAHHSIM BrMOr 32aKOHOAABCTBA L1OJ0 3a0e3TeueHHs AKOCTI JTIKapChKuX 3acobiB.
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/

CEPTUGIKAT BIONOBIAHOCT! GMP BUTYWEHOI CEPI
Name of product: CALCIUM — D3 NYCOMED OSTEOFORTE, chewable tablets N230 in vial/
Hassa npoaykry: KAJIbLIW-[3 HIKOMEL OCTEQ®OPTE, TabneTiu xysansri Ne 30 y dnakoni

Marketing Authorization: NeUA/M2822/01/01 / Peecrpauiine nocaiguexnst: NeUAM2822/01/01
Strength/potency: 1 tablet contains calcium carbonate 2500 myg which eguivalent 1000 mg calcium,
cholecalciferol {vitamin D3) 20pg, (800 1U) in the form of a concentrate of cholecalciferol 8 mg/
Cwna aiifAcrvebicts: 1 TabneTtka MiCTUTL! KANbLYIIO xapBonarty 2500 wr, wo exsiBanenTHo 1000 Mr kansuit,
xonekansiupepony (siramity [13) — 20 mkr (800 MO) y Burnagai koHueHTpaty xonekansuudepony 8 mr

Package size and type: 30 tablets in vial; 1 vial in carton box /
Poswmip Ta Bug ynakosku: no 30 TabreTok y cnakoHi; no 1 hNAaKoHy B KapToHHIR kopoBu
Dosage form: chewable tablets / flikapcbka dhopma: Tabnerku Ky BaNbHI

Manufacturing date / [Jara supoBunyrea; 07.05.2024 Batch number / Cepia: 12513529
Expiry date / Tepmin npunartHocti: 10-2026 Baich size / Poamip cepii: 41,520

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

Hassa supoBhuka i Homep niueusii:* Ackep KoHTpakr Manyderdepinr AC — yactuna rpynn komnasii
Hekcrdapma Ne 23/22156-13

Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

Appeca supobuunyol pinbuuli: JpavmeHcsein 852, HO-1383 Ackep

Country of origin: Norway / Kpaina-supo6uuk: Hopeeris

Certification statement / 3asBa npo ceprudixauiio;

I 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. / Uum nigTeepmxyto, Wo Briyeskasana HOPMALIS € ACCTOBIPHOK |
TouHol. [ana cepia npoaykuil BUrotosnexa (BKIOYa0unN YIaKoBKY/MapKyBaHHs) | npoBeseHuit KOHTPons 1i
AKOCTI Ha BKasaMil AiMbHULL Y noBHIN BIANOBIAHOCTI 3 BUMOramMy GMP, scTaHosMeHUME  MicLeBuw
PETYNATOPHIAM Opraqom, a Takox y BionosigHocTi 3i cneuudikauieo, 1o MICTUTLCS B peecTpauiinomy nocke
KpalHu-iMrnopTepa 4uu 8 gocke cneuudikauil Ha npenapar ans A0CNiAXYBaKHoro nikapcekore sacoby.
MpoTokon supoBHuLTEa, Ynakosku Ta aHaniay Gynu nepemsHyTi i BCTanoBreso signosigricts GMP.

g
Name and position ftitle of person authorizing the batch release / 2 " R
Mpissuule Ta nocana ocobu, Aka BULENE KOSBIN Ha BUNYCK cepii: § ;;Z 5\@{\}\) W)W(jf}w Ui D A N S
Qualified Person / 7 i,.{\
§ e Tjugum, Oualified Persott |
g Cuiality Dept. !
i Asker Contract Manufacluring AZ, Nooway §

Ynosrosaxena ocoba:
Date of signature / Hara nignucy:

*Former Manufacturing Authorization name and number / MonepenHs Hasea supoBHuKa Ta MiLeHsis:

Takeda AS Ne 9098-2, Drammensveien 852, NO-1383 Asker, Norway /
Takena AC Ne 8098-2, [Ipammerceeit 852, HO-1383 Ackep, Hopaeris

In the case of discrepancies or doubt between the English and Ukrainian language, the English version shall be binding/
Y pasi Gyab-skux poabbiHocTeR abo cymninia mMbic BEPCIAMY BHIRIACEKOID TA YKDATHCHKOIKG MOBAMN, NEPEBAKHY CUMY MAE BEPCist
AHIIIRCLKOK MOBOK,

Asker Conlract Manufecluring AS ~ T ENTERPRISE NO T 4766 76 30 30
parl of NextPharma group NG 929 107 187 MVA www.nexipharma.com

Drammensveien 852
WNC-1383 Asker
Norway



Batch Quality Certificate for Medicinal Product/
Cepruchikat socTi cepil NiKapebroro aacoby

Name of product: CALCIUM — D3 NYCOMED OSTEQFORTE, chewable tablets N230 in vial
Hassa npoaykry: KANBLIA-A3 HIKOMEL OCTEOSOPTE, TafneTkn sysanbHi Ne 30 y dnakoH

Manufacturing date / flata Bupobxuursa; 07.05.2024 Batch number / Cepis: 12513520
Expiry date / Tepmin npugarnocrl: 10.2026 Batch size / Poamip cepil: 41.520

Parameters / Specification / Cneuwthikatyis Results /
HopMaTuBHi 1oKkagHuwm PeaynsTaTu

Appearance / Round, white, uncoated and convex tablets. May Conforms /
nave small specks and irregular edges. A smail Binnosinae
amount of powder may be present at the bottom
of the botde, /

Onuc Kpyrsi, 6ini, gsoonykni Tabnetky Oes oBonoHky;
JONYCKAETHCA  HANBHICTL BKpanneHs Ta HeBenuki
HepiBHOCT Kpais. MOXMMBOK € HasBHICTL HEBEIMKQY
KiNLKOCT! NOPOLIKY Ha Axi DrakoHa.

identification / lnenTudikauin

Galcium (Ph.Eur., test b) / Kanbyilo | Positive/ MosuTusHa peakuis Conforms /
(€pp. dapwm., TecT b) Bianosigas
Carbonate {(Ph.Eur,, test b} / Positive / TosutusHa peakuis Conforms /
KapBonarty (€sp. Gapm., TeCT b) Bignosinae
Cholecalciferol — HPLG / Retention time of main peak in the chromatogram | Conforms /

of the sample solution must correspond the Binnosipae
retention time of the peak in the chromatogram of
the standard solution/

Xonexansimdepony — BEPX Yac YTOUMYBEHHA OCHOBHOrO nika Ha XpoMaTorpami
BurpoBYBAHOTO  pPosuMHY  Mae  pignosigams  wacy
YTpUMYBaHHS KA Ha xpomMaTorpami CTaniapTHoro

PO3UMHY.
Assay / KinbkicHe BrsHaveHns
Calcium - Titrimetric method / 950 — 1050 mgltablat / 850 — 1050 mrfrabn 994 my { tablet/
Kanbuiti— TUTPUMETPUUHIA METO/, Mr/Tabn,
20.0 - 24.0 pgitablet / 20,0 — 24,0 mrritabn

Cholecaleiferol HPLG/ (800 ~ 960 1U/tablet / 800 — 960 MO/7abin) 22,2 pgltablet/
Xonexansundgepos BEPX mir/Tabn
Uniformity of content /
OAHOPIGHICTE A030BAHNUX OAVHULL
Cholecalciferol - HPLG / According to Ph.Eur. / Nosukni sinnosigatyi Conforms /
Xonexkanslgepony— BEPX sMoraM €8p. Papm Binnosigae
Average mass / CepepfHst maca 3093 g 1565 mg /3093 mr & 155 mr 3084 mg /wr
Uniformity of mass / According to Ph.Eur. / MosuHui signosipa Conforms /
OpHepigHicTs Macy grmoram Erp. Papwm Bignosinae
Crushing strength/ 120 ~ 200 N/ 120 - 200 H 138 N/ H
CrivkicTs 40 POIDABITIOBAHNS
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Asker Contract Manufaciiing AS ~ ENTERPRISE NO Tr47 66763030
part of NexiPharma group NO 029 107 187 MVA www.hextpharma.com

Drammensveien 852
NG-1383 Asker
Norway




Name of product: CALCIUM — D3 NYCOMED OSTEOFORTE, chewable tablets N230 in vial
Hassa npoaykTy: KAJIbLIN-A3 HIKOMEZ OCTEO®OPTE, TabneTku xyBansHi N 30 y dnakowi

Manufacturing date / Jara supobuwurea: 07.05.2024 Batch number / Cepia: 12513529
Expiry date / Tepmin npugarrocti; 10.2028

Batch size | Poswmip cepil: 41.520

Microbiological purity! /

Mikpobionoridxa uucroral/ . .

TAMOC Not more than 10° CFU/g / ne 6inblue nix 10° KYO/r Conforms / Bigrosinae
TYMC Not more than 102 CFU/g / ne Ginbiue nik 102 KYO/r Conforms / Bignosigae
Escherichia coli Absent in 1 g / BincyTHicTsir Conforms / Biancsinae

‘Gontrolled according to Internal test program, perform for every 10th batch / 'TecT, W0 KOHTPOMIOETECH
BHYTPILUKIM PECNAMEHTOM, NPOBOAUTLCS Ha KOXHIR 10-11 cepil.

Name and position ftitle of person Qualified Person/ Date of signature /
authorizing the batch release / [pissnue YhHosHOBaXEHa ocoba [arta nignney:

Ta nocana ocobu, AKa BULANa f03Bin Ha

BUNYycK cepii:

s,

[
{
A TN L
L M vl g?@“’“
| 3 thagu, Guall fiod Perso %
| %

i’jsua?siy Dept
| Asker Gontract Manufaciuring AS, Notway ]

e

I the case of discrepancies or doubt hetween the English and Ukrainian language, the English version shall

be binding /

Y paai 6yab-arux postinroctel abo cymuisis M BEpCISiMU aHIMINCEROKD T8 YKPATHCBKOIO MOBaMK, NEPEBAKHY CUITY Mae
BePCisA aHrNiACLKOI0 MOBOIO.
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