TIIEPJKABHA CJIVKBA 3 TIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KHIBCBKIU OBJIACTI

npos. Ceitmiunoi Hapuii, 3, m.Kuis, 02099, Ten/pakc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua, Kox €IPIIOY 37078774

BHUCHOBOK
IPo AKICTH BBe3eHOro B YKpaiHy JikapchKoro 3acody

31.07.2024 Ne 33700/24/10

KAJIBIIH-13 HIKOMEJL OCTEO®OPTE
(HaliMeHyBaHHS TIKAPCHKOTO 3acoBy 3riIHO 3 peecTpaLliifHIM TTOCBILUESHHSM)
TaGJeTKH :KyBajabHi o 30 TabjeToK y (aakoni; mo 1 paakony B KapTOHHIN KopoOui
(popMa BHITYCKY, AO3yBaHHs, BUJ NaKyBaHHs JiKapcbKOTo 3acoby)

Howmep peecrpauiitroro nocsinuerns UA/12922/01/01 erpox aii peectpauifiioro rocsiients 01.01.2099
Cepis nikapcekoro 3aco6y Ne 12513529 KinbKicTs BBe3eHOr0 Tikapcskoro sacoby 18119

Brpo6HuK Acxep Konrpakt Manydekuepinr AC, Hopseris
(maiiMeHyBaHHs BUPOGHIKA NiKapchKoro 3acoy, kpaita ITOXOUKEHHS)

Bseseno B Yipainy ToBapHcTEO 3 06MeXKeH010 pignosiganenicrio "ACIHO
YKPAIHA", inenr. xox: 42274733

(HaiiMenyBarss T2 kof 3a €JIPIIOY ropunmymof ocobu abo npissHLIE, IM'1, 10 6aTEKOBI
diznuroi ocobu - mianpuemus, if Micue NPoXUBANKA Ta peecTpauiiinuit Homep obiikoBoi
KapTKH [UIATHIKA TOJATKIB a60 cepist Ta HOMep nacropTa)

TIpoTokoxn Bisyassnoro konrpouro six 04.07.2024 Ne 1932/7.
JlaGopaTopHuii aHami3 AKOCTI J1iKapehKOro 3aco0y 3aiHCHEHMI:

JITT "LentpansHa TaGopaTopis 3 aHalisy SKOCTi TiKapchkux 3aco0iB i MEIWYHOT MPOXYKILii"
(m.Kuis, Byn. Kyapasceka 10r m.Kuis, Byn. Kyznpsscska 8B Kuiscoka o6nacts, ¢. Hosi
Tlerpisui, ByJ1. Isana @panka, 19)

(HaliMeHyBaHHS Ta MiCLe3HaXo/pKeHHs Naboparopii, o mposena naBopaTOpHHIt aHali3 AKOCTi)

BUCHOBOK IOO SKOCTI JiKapchkoro 3acofy, BUAaHMi aGopaTopicio Bix 30.07.2024 Ne 1556

PesynbraTy JJaGOPaTOPHOTO aHaMi3y AKOCTi MKapehKOro 3acoly 3a TIepeBIPEHUMMU NIOKa3HUKaMH BixmosigaoThL
BHMOTaM METOJIB KOHTPOIIO SKOCTi (@HANi THIHO-HOPMATHBHOI JOKYMEHTALiT).

3a pesynbTaTaMu JEPKABHOIO KOHTPOJIO BCTAHOBIEHO, IO mixapchbKuii 3aci6 BBeseHo B YKpalHy 3

JOTPUMAHHSIM BrMOT 32aKOHOLABCTBA OO 3a0e3neueHHs SKOCTi JIIKkapChKux 3acobib.

Oaprg CPROME RO
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/

CEPTU®IKAT BIANOBIAHOCT!I GMP BUTMYUWEHO! CEPIT
Name of product: CALCIUM ~ Dz NYCOMED OSTEOFORTE, chewable tablets N230 in vial/
Hassa npoaykry: KAJIbLIIA-{13 HIKOMEL OCTEO®OPTE, TabneTiu xysanbri Ne 30 y dnakowi

Marketing Authorization: NeUA/M2922/01/01 / PeecTpauitie nocsiguerns: NeUA/M2822/01/01
Strength/potency: 1 tablet contains calcium carbonate 2500 mg which equivalent 1000 mg calcium,
cholecalciferol (vitamin D3) 20pg, (800 1U) in the form of a concentrate of cholecalciferol 8 mg/
Cuna git/AktvBnicTs: 1 TabneTka MICTUTL: KarbLio kapBonary 2500 wr, wo exsiBaneHTHo 1000 Mr Kanbuio,
xonekansuucpepony (Biraminy [13) — 20 nmkr (800 MO) y Burnagi koHUeHTpaty xonexkanouudbepony 8 mr

Package size and type: 30 tablets in vial; 1 vial in carton box /
Poswmip Ta Bug ynakosku: no 30 tabnetok y dnakoHi, no 1 hnakoHy B KapToHHIN kopoBui
Dosage form: chewable tablets / flikapcbka dhopma: Tabnerk KYBASbHI

Manufacturing date / [lata supobHnursa: 07.05.2024 Batch number / Cepin: 12513529
Expiry date / Tepmin npunarsocti: 10-2026 Baich size / Poswip cepii: 41,520

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

Hassa supoBHuka | Homep niteHsii* Ackep KoHTpakr Manybexuepinr AC — yactuna rpynn komnasii
Hekerdapma Ne 23/22156-13

Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

Appeca supobruyol ginbuuui: OpavmeHcsein 852, HO-1383 Ackep

Country of origin: Norway / Kpaina-supo6uuk: Hopseris

Certification statement / 3assa npo ceprudixauio;

I hereby certify that the above information is authentic and accurate. This bateh 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. / LUum niaTeepanyio, Wo BULEBKasaHa iHbopmaLis € JOCTOBIPHOW i
TouHO. [ana cepia npoaykuii BUroToBneHa (BKIOYAI0UM yNaKkoBKy/MapKyBaHHS) | npoBeseHuit KOHTPON. 1
AKOCTI Ha BKasaMill AinbHULL Y MOBHIN BIANOBIAHOCT 3 BUMOraMM GMP, BcraqosrneHuMY MicLeRnw
PErynsaTOPHUM Opraqom, a TakoX ¥ BianosiaHocTi 3i cneludikauieto, 1o MicTUTbes B peecTpauyiiHoMy gocke
KpatHu-imnopTepa un 8 gocke cneuudikauiil Ha npenapar ans AOCNIAXYBAHOMO NIKAPCHKOro 3acoby.
MpoTokonu supoBruLiTea, ynakosku Ta aHariay Gynu nepemsHyTi i BCTaHoBnero signosigHicts GMP.

%
Name and position /title of person authorizing the batch release / 2
[Mpiseuie Ta nocaga ocobu, axa BUAENE JO3BIN Ha BUNYCK cepiit §
Qualified Person /

§ ne Tugum, Queliisd Person

g Luality Dept.

i Asker Contract Manufactuing AS, Nooway

YnosHosaxena ocoba;
Date of signature / Oara nignucy:

)
. i
A PRGIENY SN *»M,%MLM..\, .
|
J

*Former Manufacturing Authorization name and number / [Monepennst vaspa sBupobHKKa Ta NiLeH3Is:

Takeda AS Ne 9098-2, Drammensveien 852, NO-1383 Asker, Norway /
Takena AC Ne 9098-2, Opammercaein 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-akux poaGbiHocTeR a60 CyMHiia Mbk BEPCIAMI AHITIRCEKOID Ta YRRATHCHKOK MOBAMY, NEPEBANKHY CUIY MAE BEpCist
AHTIIRCLKOI MOBOID,

Asker Conlract Manufacluring AS « T ENTERPRISE NO TH47 66 76 30 30
parl of NextPharma group NG 928 107 187 MVA www.nextpharma,com

Drammensveien 852
NCH1383 Asker
Norway



Batch Quality Certificate for Medicinal Product/
Cepruhikat sKocTi cepil Nikapceroro sacoby

Name of product: CALCIUM — D3 NYCOMED OSTEOFORTE, chewable tablets N230 in vial
Hassa npoaykty: KANBLIA-I3 HIKOMEZD OCTEOSOPTE, TafneTky xysansHi Ne 30 y (naxoHi

Manufacturing date / [lata Bupobrnursa; 07.05.2024 Batch number / Cepis; 12513529
Expiry date / Tepmin npugardocriz 10.2026 Batch size / Posmip cepil: 41.520

Parameters / Specification / Cneuuikatyis Results /
HopMaTVBHI NOKa3HIKY PeaynbTarm

Appearance / Round, white, uncoated and convex tablets. May Conforms /
have small specks and irregular edges. A small | Binnosipae
amount of powder may be present at the bottom
of the bottle, /

Onue Kpyrni, 6ini, asoonykni Tabnetku Oes 0BOnoHKY;
[JONYCKAETLCA HAsBHICTL  BRpanneHs Ta HeBenmK
HepiBHOCTI Kpais. MOXUIMBOK € HasBHICTL HEREIKOT
KiNLKOCT! NOPOLUKY Ha AHI QakoHa.

identification / lgenTtudikauin

Galcium (Ph.Eur., test b) / Kansuito | Positive/ TosuTusHa peakuin Conforms /
(Epp. dapm., TeCT b) Bianosigae
Carbonate (Ph.Eur., test b)/ Positive / MosutueHa peaxuis Conforms /
Kapbouaty (€8p. dapm., Tect b) Bignosinae
Cholecalciferol — HPLG / Retention time of main peak in the chromatogram | Conforms /

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

Xonekansupdepony — BEPX Yac yTPUMYBAHHS OCHOBHOIO TiKa Ha XpoMaTorpami
BUpOBYBAHOTO  PO3UMHY Mae  mignosigatu  vacy
YTPUMYBAHHS TliKa Ha XpomaTorpami CTangapTHoro

PO3UMKHY.
Assay | KinbKiche BUSHAYEHHS
Calcium - Titrimetric method / 950 - 1050 mg/tablat / 950 — 1050 mr/rabn 994 myg ! tablet/
Kanbuifi~ TUTpUMETPUUHIA METOL Mr/Tabn.
20.0 - 24.0 pgltablet / 20,0 — 24,0 mxritabn

Cholecalciferol HPLC/ (800 ~ 960 U/tablet / 800 — 960 MO/Tabin) 22,2 pghtablet/
Xonekaneumeporn— BEPX mkr/Tabn
Uniformity of content/
OAHOPIAHICTL A030BAHUX OAMHWLE
Cholecalciferol — HPLC/ According to Ph.Eur. / INosuuni signosiaatyi Conforms /
Xonekanbludepony— BEPX sumoram €8p. Papm Binnosigae
Average mass / CepefHst maca 3093 mg t 155 mg /3093 mr & 155 mr 3084 mg /wmr
Uniformity of mass / According to Ph.Eur. / TosunHi signosipaty Conforms /
OpHopigHicTL Macu pumoram Sap. Papu Bignosinae
Crushing strength/ 120~ 200 N/ 120 - 200 H 138 N/ H
CrivikicTs 40 PO3JABITIOBAHNS

Page 1/2
Asker Contract Manufaciuing AS ~ ENTERPRISE NO Tr47 66 7630730
part of NesiPharma group NO 929 107 187 MVA www.hextpharma.com

Drammensveien 852
NO-1383 Asker
Norway




Name of product: CALCIUM — D3 NYCOMED OSTEOFQRTE, chewable tablets N230 in vial
Hazsa npogykty: KAJIbLIW-A3 HIKOMEZ, OCTEO®OPTE, TabneTky xysasnsHi N¢ 30 y (hnakoHi

Manufacturing date / Jara supoBuuurea: 07.05.2024 Batch number / Cepia: 12513529
Expiry date / Teprin npunaruocri: 10.2026
Batch size [ Poanip cepii: 41.520

Microbiological purity? /

MikpoBionoriuna uncroral/ . .

TAMC Not more than 10 CFU/g / ne 6inblie Hix 10° KYO/Ir Conforms / Bigrosinae
TYMC Not more than 102 CFU/g / ne Ginblue nik 102 KYO/r Conforms / Binnosigae
Escherichia coli Absent in 1 g/ BincyTHicTsir Conforms / Bignosinae

"Gontrolled according to internal test program, perform for every 10th batch / 'TecT, 10 KOHTPOMOETLCS
BHYTPILUHIM PEINAMEHTOM, TPOBOAUTLCS Ha KoXHIA 10-1 cepil.

Name and position fitle of person Qualified Person/ Date of signature /
authorizing the batch release / [pissnuie YhosHoBaXEeHa ocoba [ara nignucy:

Ta nocada ocobu, AKa suRana fo3sin Ha

BUNYCK cepii:

i
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Quaity Dept.
Asker Contract Manudaeiunng AS, Notway }

%
s %’gugus‘ﬂ,(ﬁs;aﬁﬁad W{fsrssr}ﬁ} Q E

TR

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

be binding /

Y paai Syap-skux postixHocTeln abo cymHiBiB MiX BepCiAMI aHIMIRCHKOK Ta YKPATHCHKOIO MOBaMH, NEPEBaHY Cuny Mae
Bepcis aHrmiicbLKo MOBOIO.
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Asker Conwact Manufacluring AS - ENTERPRISE NO N AT EE 76 30 40
parl of MextPharma group NO 929 107 187 MVA www.nextpharma.com

Drammensveien 852
NO-1383 Asker
Narway






JTEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUTBCHKINA OBJIACTI

npos. CeiTimunoi Haaii, 3, m.Kuis, 02099, ten/paxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Hpo AKICTH BBE3eHOr0 B YKpaiHy JikapchbKoro 3acody

04.02.2025 Ne 3320/25/1011

KAJBUII-I3 HIKOMEJ OCTEO®OPTE

(HaliMeHyBaHHA JIKapChKOro 3acofy 3riHO 3 peecTpalilfHiM TOCBi AMEHHAM)
tabaeTkn xyBajbHi Mo 30 Taduerok y duaxoni; mo 1 ¢Jiakony B KapTOHHIN KopoOui

(hopma BHITYCKY, J03YBaHHS, BUJL TaKyBaHHs Jikapchkoro 3acoby)
Homep peecrpauiiinoro nocsinuenns UA/12922/01/01 crpox aii peectpauiittoro nocsizuenss 01.01.2099
Cepis nikapcskoro 3acoby Ne 12516554 KinbkicTs BBE3CHOTO Nikapehkoro 3acoby 5200

Bupo6iuxk Ackep Konrpakt Manydexuepinr AC, Hopseris

(1aiiMenyBanus BUpoGHUKa JiKapcskoro 3acoy, Kpaina IOX0MKEHHS)

Baeseno B YkpaiHy ToBapucTBO 3 00MeskeHok0 BianosinambuicTio "ACITHO YKPATHA",
inent. kon: 42274733

(uafiMenyBanus Ta kof 3a €JIPTIOY ropuauynoi ocoGu abo npiseuilte, iM's, o 6aTeKoBI BisHIHOT
0C06M - NiApHeEMI, ii Micle IPOXKUBAHHA Ta peccTpallifiuil HoMep 001iKOBOT KapTKH IUTATHHKA
noxaTkis abo cepis Ta HOMep MacriopTa)

Mporoko Bisyansnoro kowrposo sig 28.01.2025 Ne 0242/3.

3a pe3synbTaTaMH  [ep)KABHOTO KOHTPOJIIO BCTAHOBNIEHO, IO Jikapchkui 3aci6 Bmeseno B Ykpainy 3

JOTPUMAaHHSIM ByMOr 32KOHOJABCTBA MO0 3a0€3MeYeHHs KOCTI JIKaPChKIX 3aco0iB.

/”/
il -
% Onsra EPLOMEHKO

(GO {isrinianm Ta npizsuwe)
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JEPXKABHA CJIVKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMMU Y KHIBCHKINA OBJIACTI

npos. Ceitnnynoi Hagii, 3, m.Kuis, 02099, ten/paxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
PO AKICTHL BBE3eHOro B YKpainy JikapchbKoro 3acody

13.12.2024 Ne 64480/24/1011

KAJIbIINA-I3 HIKOMEJ OCTEO®OPTE

(naiiMenyBaHHs JKapcbKOTO 3ac0By 3TinHo 3 peecTpauifHuM MOCBIIUEHHIM)
Ta0JIETKH KyBaJbHi 10 60 Tabnerok y duaxoni; no 1 ¢guiakony B kapToHHiit kKopooui

(dopma BHITYCKY, 103YBaHHS, BHJ TAKYBaHH4 Jlikapchkoro 3acoby)
Homep peectpauiitnoro nocsiguenns UA/12922/01/01 crpok uii peectpauiiisoro nocsinuerns 01.01.2099
Cepis nikapcekoro 3acoby Ne 12516554 Kinuxicts BBE3€HOrO Nikapchkoro 3acoby 399

Bupo6ruk Ackep Konrpakr Manydekuepinr AC, Hopseris

(naiiMenyBaHHs BHPOOHMKa JiKapcEKOTO 3ac0oby, KpaiHa MOX0WKeHH)

Beeseno B Ykpainy TosapucTBo 3 00Mesxkenolo BixnorinansuicTio "ACTHO YKPATHA",
inent. kox: 42274733

(natiMenysanus Ta ko 3a €JIPTIOY ropuanaxoi ocobu abo npissutie, iM's, 1o 6aTbKoBI (iznuHOi
ocobu - mianpueMus, ii Miclie IPoOXKMBAHIs Ta PeeCTPaUiHHMll HoMep 06IiKOBOT KapTKH MAaTHHKA
nojaTkis abo cepis Ta HOMep racriopTa)

Tporoxoa Bisyanasnoro konrponio Bix 05.12.2024 Ne 3876/4.

3a  pesynpTaTamMH  JEpXKaBHOTO KOHTPOJNIO BCTAaHOBICHO, W10 Jikapchkuil 3aci6  Bmeseno B VYkpainy 3

AOTPUMAHHAM BuMOT 3aKOHOLABCTBA LIOJ0 3a0e3MeUEHHS AKOCTI JiKapChKMX 3acobiB.

Onsra EPLOMEHKO

O KOHTPONTIO) {ringiue) {isinianm Ta npizouine)




NTEPXKABHA CJYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMI V KHiBCBKIA OBJIACTI

npos. Ceitinnunoi Hapii, 3, M. Kuis, 02099, tei/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €/IPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3eHOT0 B YKpaiHy JiKapchbKoro 3acody

03.12.2024 Ne 57297/24/10

KAJBIIN-/I3 HIKOMEJ OCTEO®OPTE

(HaliMeHYBaHHA NIKAPCBKOTO 3ac00Y 3TiAHO 3 peeCTPaLlifHUM NOCBIAUEHHAM)
Ta6aeTKH KyBaiabHi o 30 Tabiaerok y ¢paakoni; mo 1 ¢p1akony B KapToHHiA Kopooui

(opma BUMYCKY, 1103yBaHH, BUL TAKYBaHHS JikapchKoro 3acoby)
Howmep peccrpauiittoro nocsinuenss UA/12922/01/01 crpox mii peectpauiiitoro nocsizacsns 01.01.2099
Cepis mixapcwkoro 3acoby Ne 12516554 KinbkicTs BBe3eHoro nikapcskoro 3acoby 2600

Bupobunk Ackep Kontpakr Manydekuepiur AC, Hopseris

(naiimMenyBanHs BUpoSHHKa JlikapcbKoro 3acoy, KpalHa MoX0DKCHH )

Baeseno B Ykpainy TorapucTBo 3 odMexeHo10 BignosigansuicTio "ACIHO VKPATHA",
inent. xon: 42274733

(mafiMenryBanis Ta kof 3a €APTIOY ropumuunoi ocoGu abo npissuute, iM'a, no 6aTbKoBi (isHaHOT
0co6u - nipnpueMus, i Miclie IPOXUBAHKEA Ta peecTpauikiuii Homep 06MiKOBOT KapTKH IUTATHHKA
nojaTkis abo cepis Ta HoMep macrnopra)

Mporokon Bisyaasuoro kontposio sin 04.11.2024 Ne 3408/5.
JaGoparopHuii aHamni3 sKOCTi NiKapchKoro 3acoby 3ailicHenuii:

JII "LlenTpanbHa nadoparopis 3 aHanisy sSKOCTi IiKapchbKux 3acobiB i Mean4HOT MpoAyKLii"
(m.Kuis, Byn. Kyapssceka 10r m.Kuis, Byn. Kynpseceka 8B Kuisebka o6nacts, ¢. Hosi [etpisu,
Bya. IBana ®panka, 19)

(HalfMCHYBAHHS Ta MiclIe3HAXO0UKeHHS nabopaTopii, Wwo npoBena nadopaTopHHii ananis SKocTi)
BHCHOBOK LLOZI0 AKOCTI JiKapehKoro 3acoby, Buianmit naGopatopicio sin 29.11.2024 Ne 2374

PesynbTaTH 1a60paTOpPHOro aHaisy AKocTi JliKapchKoro 3acofy 3a epeBipeHuMH IIOKA3HHKaMu BiAmoBixawThL
BHUMOTaM METOJIB KOHTPOIIO AKOCTI (aHaNiTHIHO-HOPMAaTHBHOI JJOKyMEHTail).

3a  pesylIbTaTAMH JIEpXABHOTO KOHTPONIO BCTAaHOBJNEHO, W0 Jikapchkuit 3aci6 Beeseno B VYkpainy 3

JOTPUMAHHAM BUMOT 3aKOHOIABCTBA 1I0JI0 3a0e3eYeHHs AKOCTI iKapChKUX 3ac00iB.

Oanra CPHLOMEHKO

(irivdaan va npisnuue)




CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTU®DIKAT BIANOBIAHOCTI GMP BMHYU.LEHO? CEPI
Name of product: CALCIUM — D3 NYCOMED OSTEOFORTE, chewable tablets N°30 in vial/
Hassa nponykry: KANBLIA-03 HIKOMEJ OCTEO®OPTE, tabnetku xysansHi N2 30 y dnakoHi

Marketing Authorization: NeUA/12922/01/01 1 PeecTpallifiie noCBiAYEHHS! NelUA/12922/01/01
Strength/potency: 1 tablet contains calcium carbonate 2500 mg which equivalent 1000 mg calcium,
cholecalciferol (vitamin D3) 20ug, (800 IU) in the form of a concentrate of cholecaiciferol 8 mg/
Curna QiilAKTuBHICTs: 1 TaBneTka MICTUTL! KarbLilo kapBonaty 2500 Mr, Wo eKeiBaneHTHoO 1000 Mr karnbLito,
xonekansLudepony (Bitaminy [13) — 20 mkr (800 MO) y Burnsigi koHuenTpary xonekansivchepony 8 wmr

Package size and type: 30 tablets in vial; 1 vial in carton box/
Posmip Ta Brg ynakosky: ro 30 tabneroky hnakoHi; no 1 riakoHy B KAapTOHHIA kopobui

Dosage form: chewable tablets / Jlikapceka popma: TabneTku XKyBanoHi

Manufacturing date / [Jara supoBruursa: 11.09.2024 Batch number / Cepia: 12516554
Expiry date / Tepmin npugarvocti: 02-2027 Batch size / Poswmip cepiit 13.400

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

Hasea BupoBHuKa i HoMep nilensii: Ackep KowTpaxT MaHydekuepiir AC ~ yacTuHa rpyny KOMnaHii
Hexctdapma Ne 23/22156-13

Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

Appeca BUPOBHUYOT pinbHUUL Opammerceein 852, HO-1383 Ackep

Country of origin: Norway / Kpaixa-supoBHui: Hopseria

Certification statement / 3asBa npo cepTudikauiio:

1 hereby certify that the above information is authentic and accurate. This batch of product has heen
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. / Liym nigreepaxyio, WO BULLeBKasaHa iHpopMaLlist € AOCTOBIPHOK
TouHol0. [laHa cepia npoaykuil Burotosnexa (BKAIOHEIOMM YNIAKOBKY/MAPKYBaHHSA) i npoBeeHi KOHTPONDL 11
arocTi Ha BKasaMit AiftbhULl Yy NOBHIK BianoBigHoCTi 3 BUMOramu GMP, BCTAHOBREHUMK MICLIEBUM
PErysIiTOPHUM OPraHOM, a TaKoxy BignoBigHoCTI 3i cnelndikauiern, Wo MICTUTLCS B peecTpauiiHoMy A0ChE
Kpairu-imnoprepa Yu B LOCbE cneuudikalin Ha npenapat o0 AOCNIIKYBAHONO  NIKAPCHKOro 3acoby.
Mpotokony BupoBHULTBE, YNarOBKY T anariay 6yny neperngHyTi | BCTaHOBNEHO signiosigHicts GMP.

Name and position ftitle of person authorizing the batch release /
Mpissulue Ta nocana ocoby, sika BrAaNa Ao3sin Ha BUNYCK cepii:
Qualified Person /

YnosxosaweHa ocoba:

Date of signature [ [Jara nignucy:

i,

U——

p—

!
Asker Condrect Manufecturing AS, Norsay |

In the case of discrepancies or doubt between the English and Ukrainian language, the English version shall be binding {
Y pasi 6yab-stkux poabixHocTei aBo CyMHIBIB MDK BEPCIAMY aHrIACHKO0 T YKPaTHCLKOIO MOBAMY, NEPEBEANHY CUTY Mae BepeCin
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Batch Quality Certificate for Medicinal Product /
CeprudikaT sikocTi cepii nikapebkoro sacoby

Name of product: CALCIUM — D3 NYCOMED OSTEOFORTE, chewable tablets N230 in vial
Hassa npoaykty: KANbUIW-O3 HIKOME[ OCTEQ®OPTE, Tabnertku wyearsHi Ne 30 v dhriakoui

Batch number / Cepis: 12516554
Batch size / Poamip cepii: 13.400

Manufacturing date / [Jara supo6unursa: 11.09.2024
Expiry date / Tepmin npupartHocti: 02.2027

Parameters / Specification / Crieuymdikaulis Results /
HopwaTushi nokasHukm Pesynstary
Appearance / Round, white, uncoated and convex tablets. May | Conforms /
have small specks and irregular edges. A small | Bignosinae
amount of powder may be present at the bottom
of the bottle. /
Onuc Kpyrni, 6ini, nsoonykri Tabnerkn 6es oBonowxu;
[ONYCKAETLOS  HARBHICTL BKPANNeHL Ta Hesermki
HEpPIBHOCT] Kpals. MOXNUBOIC € HasBHICTL HEeBENUKOT
KirtbKOCTI NOPOLIKY Ha AHi dirakoHa,
Identification / {nenTudbikauis
Calcium (Ph.Eur,, test b) / Kanouilo | Positive / MNosutusna peaxwis Conforms /
(€Bp. dapwm., Tecr b) Bignoeinae
Carbonate (Ph.Eur., test b}/ Pasitive / Mosnrueda peakuis Conforms /
Kapbouary (€sp. dapwm., Tecr b) Binnosigae
Cholecalciferol — HPLC / Retention fime of main peak in the chromatogram | Conforms /
of the sample solution must correspond the | Bignosigae

Xanekanbumdepony ~ BEPX

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

Yac yTpumMysaHHs OCHOBHORO Nika Ha xpomatorpami
BunpofyBaHoro  posuwHy Mae  Bignosigary  uacy
YTpUMYBaHHA TiKa Ha XPOMATOTpami CTaHZapTHOIO
POIUNHY.

Assay / KinbkicHe ausHaueHHA

Calcium — Titrimetric method /
Kaneuin- TuTpumeTpuqHui Meton

Cholecaiciferol HPLC/

950 — 1050 mag/tablet / 950 ~ 1050 wmr/rabn

20.0 ~ 24.0 pgltablet / 20,0 — 24,0 wkr/rabn
(800 ~ 860 lL/tablet / 800 — 960 MO/rabn)

988 mg / tablet/
mrfrabn.

21,8 pgltablet/

Xonecanesunepon— BEPX MKr/Tabn
Uniformity of content /
QOOHOPIJHICTE A030BAHWX OAMHMLL
Cholecalciferol - HPLC / According to Ph.Eur. / MNosuuni BignosigaTtin Conforms /
Xonekanbundepony- BEPX Bumoram €pp. Papm Bianosinae
Average mass/ Cepenus maca 3093 mg £ 155 mg /3093 mr £ 155 mr 3087mg / mr
Uniformity of mass / According to Ph.Eur, / lNosunyi sipnoeinaty Conforms /
OpHopigHicTb Macu Bumaram €8p. Papm Bignosipgae
Crushing strength/ 120 ~ 200 N/ 120 - 200 H 140 N/ H
CTifiKiCTh 10 PO3LBBINOBAHHS
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Name of product: CALCIUM — D3 NYCOMED OSTEGFORTE, chewabie tablets N920 in vial
Hazsa npogykry: KANbLIN-/13 HIKOMEZ OCTEO®OPTE, Tatnetin xysansHi N2 30 y (hnakoHi

Manufacturing date / [lara supoSuwursa; 11.09,2024 Batch number / Cepisi: 12516554
Expiry date | Tepmin npugatHocri: 02.2027
Batch size / Poamip cepil: 13.400

| Microbiological purity! /
Mikpobiorioriuna uncrora’/ i} . o
TAMC Not more than 10° CFU/g / ve 6invwe Hix 10° KYOIr Conforms / Bignosinae
TYMC Not more than 10° CFU/g / ne Sinbiwe Hix 10° KYO/r Conforms / Binnosinae
Escherichia coli Absent in 1 g / BigcyThicTs/r ‘ Conforms / Bignosinae

'Controlled according to internal test program, perform for every 10th batch / "Tecr, wo kouTponoeTses
BHY TRILUHIM pErnamMeHToM, NMPOBOAUTLES Ha KOXHIR 10-71 cepii.

Name and position /title of person Qualified Person / Date of signature /
authorizing the batch release / Mpissuule YROBHOB&KEHA 0CoBa Hara nignvcy:

Ta flocana ocobu, SKka Bunana 1038in Ha

BUNYCK cepii:

/l;‘{g g’\ 57 b {\ X‘ TR A

foeid

i Asker Cordract Me

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