NEPKABHA CJIYKBA 3 JIKAPCbKHX 3ACOKBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCBKII OBJIACTI

npos. Citmuunoi Hanii, 3, m.Kuie, 02099, ten/(akc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €/IPIIOY 37078774

BUCHOBOK
Npo SIKiCTH BBe3eHOr0 B YKpaiHy JikapcbKoro 3acody

28.03.2024 Ne 15004/24/1011

KAJIBIIH -/13 HIKOMEJ]L ®OPTE

(HaliMEHYBaHHS NIKAapPCEKOTO 3aco0Y 3TIAHO 3 PeeCTPallifiHiM MOCBIAMCHHSAM)
TabJeTKN KyRaIBLHi; 110 120 Taduerok y gpuakoni; 1o 1 Gpaakony B kapToHHii Kopooui

((popMa BHITYCKY, I03yBaHHS, BHJ TAKYBaHHs IiKapChKOTO 3acoby)
Howmep peectpauiiitioro noceixgenns UA/3541/01/02 ctpox nii peectpaniiinoro mocsixuenns 01.01.2099
Cepis mikapcekoro 3aco6y Ne 12508461 KinkKicTs BBe3eHOTO Jikapcrkoro 3acoby 19599

Bupobuuk Taxena AC, Hopseris
(HaliMeHyBaHH: BUPOOHHMKA JiKapCHKOTo 3aco0y, Kpaita IIOX0IKEHHA)

BreseHo B YKpaiHy ToBapucTBo 3 00Mexkeno0 BitnoeigansnicTio "ACIHO YKPATHA",
inenT. xom: 42274733

(uaiiMenyBanns Ta kox 3a €JIPTIOY ropimnunoi ocobu abo npiseiiile, iM'a, 0 0aTbKOBI (pi3H4HOI
0coGH - MiAmpHeMILs, Ti Micle TPOKHBAHHA Ta peecTpaliiinuii HoMep 0611iK0BOT KapTKH IIATHHKA
nofiaTkie abo cepis Ta HOMep macropTa)

TpoTokon Bisyansnoro kontpouio six 26.03.2024 Nz 0746/5.

3a  pesyIsTATAMH JIeKABHOTO KOHTPONIO BCTAaHOBIEHO, W0 Jikapcekud  3acié  Bmeseno B Vkpainy 3

AOTPHUMAHHSAM BuMOr 32KOHOAABCTBA 00 3abe3medenHs AKOCTI TIKApChKHUX 3aco0iB.
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TEPKABHA CJIYXBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIKO 3A
HAPKOTUKAMM Y KHIBCHKIA OBJIACTI

nipos. Ceitnuunoi Hagii, 3, M.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo AIKiCTH BBe3eHOro B YKpaiHy JikapchKoro 3acody

28.03.2024 Ne 15004/24/1011

KAJIBII -13 HIKOMEJl ®OPTE

(HaliMeHyBaHHA TikapchKOTo 3ac00Y 3Ti/IHO 3 PEECTPalliHHAM TMOCBIAIEHHSM)
Ta6/IeTKM JKyBabHi; mo 120 Taduaerok y ¢puakoni; mo 1 gpuakony B KapTOHHI Kopobui

(bopmMa BHITYCKY, 103yBaHHA, BI/l TAKYBaHH JIiKapCLKOTro 3acoby)
Homep peectpaniitoro mocsizuenns UA/3541/01/02 crpox aii peectpaniitnoro nocsizuenns 01.01.2099
Cepis nmikapcskoro 3acoby Ne 12508461 KinbkicTs BBe3eHOT0 Jikapckkoro 3aco6y 19599

Bupo6Huk Takena AC, Hopgeris
(HaiiMeHyBaHHs BHPOGHHKa JiKapChKOT0 3acofy, KpaiHa MOXO/UKe )

Bresero B YkpaiHy TosapucTBO 3 00Me:xeHolo BitnorinansnicTio "ACIHO YKPATHA",
inent. kon: 42274733

(HaiiMeHyBaHHA Ta kof 3a €JIPIIOY ropumiuiof ocobu abo npizsuiue, iM's, 110 GaTpKOBi hizuunol
0co6u - ninpHemLs, il Miclie TPOKUBAHHA Ta peecTpaLiiHuiT HoMep 00MiKOBOI KapTKH MIATHHKA
noxaTkie abo cepia Ta HOMep MacropTa)

IpoTokoa BisyansHoro koutpomo Bia 26.03.2024 Ne 0746/5.

3a pesyapTaTaMH  JACPIKABHOTNO KOHTPONIO BCTAHOBIEHO, WIO nikapcekuil 3acid BReseHO B YKpaiHy 3

JOTPHUMAHHAM BHMOT 32KOHOABCTBA MO0 3aBe3neueHHs AKOCTI JIIKapCHKHX 3ac00iB.
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NEPKABHA CJYXKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJII) 3A
HAPKOTUKAMM Y KMIBCBHKINA OBJACTI

npos. Ceitnununoi Hagii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
PO SIKiCTH BBe3eHOr0 B YKpaiHy JiKapchKoro 3acody

04.03.2024 Ne 6515/24/10

KAJIBL -3 HIKOME]J] ®OPTE

(HaiiMeHyBaHHs NiKapceKoro 3aco0y 3rifiHo 3 pEeeCcTpaliiiHNM MOCBITHEHHAM)
TabaeTKH KYBaJIbLHi; mo 120 TadueTok v guaakoni; no 1 gaaxony B KapToHHii Kopoodui

(thopma BMNYCKy, 103yBaHHs, BH MaKYBAHHA JliKapCLKOTO 3acoby)
Homep peectpaniiinoro nocsinuenns UA/3541/01/02 crpox aii peectpauiiisoro nocsixsenns 01.01.2099
Cepis nikaperkoro 3acoby Ne 12508461 KinekicTs BRE3eHOTO TiKapeskoro 3acoby 1280

Bupo6HHK Taxena AC, Hopseris
(HaliMeHyBaHHS BHPOGHWKA NiKapchKOTO 3acoBy, KpaiHa MTOXOMKCHH:)

BeeseHo B Ykpainy ToeapucTBo 3 00MexkeHo0 Biinosinanbuicrio "ACIHO YKPAIHA",
inent. xon: 42274733

(HaiiMenyBaHHs Ta koz 3a EJPIIOY ropuanunoi ocobn abo mpizBuILe, iM'A, TT0 BaTbKOBI (iznuHOI
0cO6H - THUPHEMILS, 1T MiclIe TPOKHBAHHS Ta peecTpariiinui HoMep 06NiKOBOT KAPTKH MIATHHKA
MoJaTKiB abo cepis Ta HOMep MacopTa)

IpoTokoa BisyaikHoro kontpomio six 21.02.2024 Ne 0137/12.
JTaGopaTopHHii aHaNIi3 AKOCTI MIKAPCEKOTO 3ac00y 3AiHCHEHHN]!

TIII "LleuTpanbha 1abopaTopis 3 aHAli3y SKOCTI TiKapchbKuX 3ac00iB i MeMIHOT MPOAYKILT"
(m.Kuig, Byn. Kympsscska 10r M.Kuis, Byn. Kyapssceka 8B Kuiscbka obnacts, ¢. Hogi [lerpiBui,
sy Ieana ®panka, 19)

(HaiiMeHyBaHHs Ta Miclie3sHaxo/pxenns 1abopatopii, 1o nposena naGoparopHuit aHani3 sKocTi)

BHCHOBOK 010 AKOCT] JiKapckKoro 3aco6y, Buaanuii magopatopieio six 01.03.2024 Ne 0420

PesynbTaTh Ta60opaTOPHOTO aHatisy AKOCTi Jikapehkoro 3aco0y 3a MepeBipeHMMH MOKa3HUKAMH BiIMOBigaIOTH
BUMOTaM METOJIB KOHTPONO AKOCTI (aHAMITHYHO-HOPMATHBHOT IOKYMeHTaLlii).

3a pesyNpTaTaMH Jep:KaBHOTO KOHTPOJTKO BCTAHOBJICHO, 1O nmikapchkHit  3aci® Bmeseno B Ykpainy 3

JTOTPUMAHHAM BHMOT 33KOHONABCTBA OO 3a0€3METCHHS AKOCTI JIKapChKHX 3aco0iB.
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NextPharma

CERTIFICATE OF RELEASE AND GMP COMPLIANCE/

CEPTUGIKAT BIANOBIOHOCTI GMP BUMYLWEHOI CEPII
Name of product: CALCIUM- D; NYCOMED FORTE, chewable tablets Ne 120 in vial /
Hassa npoaykry: KAJTbL{IM-O3 HIKOME[ ®OPTE, Tabnetku xysanbHi Ne 120 y dnakosi

Marketing Authorization: NeUA/3541/01/02 / Peectpauiiine nocsigueHHsa: NeUA/3541/01/02
Strength/potency: 1 tablet contains calcium carbonate 1250 mg which equivalent 500 mg calcium ,
cholecalciferol (vitamin D3) 10pg, (400 iU) in the form of a concentrate of cholecalciferol 4 mg /
Cuna pii/AktueHictb: 1 TabreTka MiCTUTL KanbLilo kapBoHaty 1250 Mr, Wwo eksiBaneHTHO 500 Mr KanbLiio,
xonexkansiudepony (eitamity [13) — 10 mkr (400 MO) y surnagi KoHUeHTpaTy Xxonekansuudepony 4 mr

Package size and type: 120 tablets in vial; 1 vial in carton box / Posmip ta Bua ynakosku: no 120
TabneTok y donakoHi; no 1 nakoHy B KapTOHHIW KopobLi

Dosage form: chewable tablets / llikapcoka dopma: TabneTin xysanbhi

Manufacturing date / [lata BupoBHuuTea 08.12.2023 Batch number / Cepisn: 12508461
Expiry date / Tepmin npuparHocti; 05-2026 Batch size / Poamip cepii: 20.880

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

Hassa BupobHuka | Homep niueHsii:* Ackep KontpakT MaHydexdepinr AC — qactuHa rpyni komMnadin
Hexcrdapma Ne 23/22156-13

Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

Azpeca supoBrndol ginsHudi: ApammeHcseiid 852, HO-1383 Ackep

Country of origin: Norway / Kpaina-gupoBruk: Hopseris

Certification statement / 3asga npo ceptudikaio:

| 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 compiiance with GMP. / Uum nigTeepikyio, 1o BULlesKa3aHa iHOPMaLis € LOCTOBIPHOK i
To4Hol0. [lana cepis npolyKuil BUroTOBNEHa (BIIIIOMAIOYM YNAKOBKY/MapKyBaHHsA) | NROBEAEHUA KOHTPOnb 1T
AKOCTI Ha BKasawii AinsHUUI Yy NOBHIA BignosigHocti 3 sBumoramw GMP, BcrasosneHwmy MicLUeBuM
perynaTopHUM OpraHoM, a TaKoX Y BignoBigHoCTi 3i cneundikallielo, Wo MICTUTECA B peecTpaliiHoMy [OCkE
KpaiHu-imnopTepa 4 B Jocbe cneyudikauiii Ha npenapat ans LOCNIZKYBAHOrO nikapcbkoro 3acoby.
[poTokonu BUpOBRULTEAE, YNakoBku Ta aHanisy 6ynu nepernsHyTi | BCTaHoBReHo BianosigHicTe GMP.

Name and position ftitle of person authorizing the batch release / ot f";f{c Qg&"ﬁ
Mpiseuie Ta nocaga ocobi, sKa BUgANa [4O3sin Ha BUNYCK cepil: ; f/, s ) g o
Qualified Person / ;&E/h/f&’ff?@ e
YnopHosaxeHa ocoba: Mari Ann Kleppe, (}Zeéif;‘ad Person

Date of signature / [ara nignucy: Quality Dept.
Asker Contract Manufacturing AS, Norway |
*Former Manufacturing Authorization name and number / MonépeaHs-Hassa-BupobHUKa Ta MigeH3RT
Takeda AS Ne 9098-2, Drammensveien 852, NO-1383 Asker, Norway / .

Takepa AC Ne 9098-2, dpammenceeind 852, HO-1383 Ackep, Hopseris

In the case of discrepancies or doubt between the English and Ukrainian language, the English version shall be bindipgi’
Y paai Syab-akux poabiknoctell abc cyMHIBIB MDK BEPCIAMY HIMIRCLKOI0 Ta YKPATHCHLKOIO MOBAMY, NEPEBAXHY CUNY Mac Bepcin
AHIAIACHKOID MOBOIO.

Asker Contract Manufacturing AS — ENTERPRISE NO ' TAA7 66 76 30 30
part of NextPharma group NO 929 107 187 MVA www.nexipharma. com

Drammensveien 852
NO-1383 Asker
Norway



NextPharma

Batch Quality Certificate for Medicinal Product /
Cepruchikar skocti cepii nikapcbkoro sacoby

Takeds

Name of product: CALCIUM- D; NYCOMED FORTE, chewable tablets Ne 120 in vial
Hasea npogykry: KANbLIW-O3 HIKOME[ ®OPTE, tabneTku xysanbHi Ne 120 y dpnakoHi

Manufacturing date / [Jara Bupo6uuyrea: 08.12.2023
Expiry date | Tepmin npugarsocti: 05-2026

Batch number / Cepin: 12508461
Batch size / Posmip cepil: 20.880

Analysis has been done according to Quality Control Methods / Auania sukoHanwii y signosigHocti no MK,

Parameters /
-~ HopmaTtueHi nokasHuKy

Specification / Cneuudikauis

Results / Pesynbrati

Appearance / Onuc

Round, white, uncoated and convex tablets. May
have small specks and irregular edges. A small
amount of powder may be present at the bottom of
the bottle. / Kpyrsi, 6ini, geoonykni TabneTtku Ges
0BONOHKN; AONYCKAETLCH HAABHICTL BKPaNneHs i
HEBENWKI HepiBHOCT] KpaiB. MOMITMBOI € HEBEnuka
KiNeKIiCTb NOPOLWKY Ha aHl dinakoHa

Conforms / Bianoeipae

Identification/ InenTudikauis
Calcium/ KanbLii
Carbonate/ Kapbonat

Cholecalciferol — HPLC /
Xonekanbuucepon — BEPX

Positive/ [ToautueHa peakuis
Positivel MosutueHa peaxuis

Retention time of peaks in the chromatogram of the
sample solution must correspond the retention time
of the peaks of the standard solution/ )
Hac yTpumyBaHHA nikis Ha xpomarorpami sunpobysanoro
posUMHY Mae BiAnosiaaTit Yacy yTpUMyBaHHS NiKiB
CTAaHAAPTHOTO PO3YMHY.

Conforms / Bignosigae
Conforms / Bignosigae

Conforms / Bignosigae

Assay / Kinekicue
BH3HAYEHHA
Calcium [ Kanbuis
Cholecalciferol /
Xonekanbundepon

475 - 525 mgltablet { 475 - 525 mrfrabn
10.0 — 12.0 pg/tablet / 10,0 — 12,0 mkr/ratn
{400 — 480 U/tablet / 400 — 480 MO/vabn)

499 mg / tablet / mr/Tabn
11.0 pg / tablet / mer/rabn

Uniformity of content® /
OpnHopinsicTs emicty *
Cholecalciferc! /
Xonekansuuepony

According to Ph.Eur. / MatoTs BignoBigati sumoram
€ep. Papm.

Conforms / Bignosipae

Average mass / Cepeans
Maca

1546 mg 277 mg /1546 mr £ 77 mr

1543 mg / mr

Uniformity of mass /
OpHopinHicTs Macu

According to Ph.Eur. / MosuwHi Bignosigatv Bumoram
Eap. Dapm.

Conforms / Bignosigae

Crushing strength/
CrifikicTe A0 pO3YaBMNIOBAHHA

70-140N/70-140H

BAN/H

Microbiological purity 1 /
MikpoBionoriuda unucrora’

According to Ph.Eur. / lNoBuHHi BiAnosigat sumoram
€sp. ®apm.

Conforms / Bignosipae

1Testing frequency according to internal routines / TecT, KOHTPOMIOETLCA BHY TPILLHIM PEITIAMEHTOM, BUKOHYETLCH
NepicAnYHe, He € 000B A3KOBUM 4115 KOMHOT cepil.

Asker Contract Manufacturing AS -
part of NextPharma group

Drammensveien 852
N(G-1383 Asker
Norway

ENTERPRISE NO
NQ 929 107 187 MVA

T+47 66 76 30 30
wwaw.nextpharma.com




NextPharma o Tk

Page 1/2

Batch Quality Certificate for Medical Product /
Ceprudikar sixocri cepii nikapcoKoro 3acoby
Name of product: CALCIUM- D; NYCOMED FORTE, chewable tablets Ne 120 in vial
Hasea npoaykry: KANbLIIA-03 HIKOMEL ®OPTE, TabneTku xysanoHi Ne 120 y tonagoni
Manufacturing date / [lata BUpobBHKLTBA: 08.12.2023 Batch number / Cepin: 12508461
Expiry date / Tepmin npugarnocti: 05-2026 Batch size / Poamip cepii: 20.880

: : }{g;}/"} Ain - 2 ’Q-i :
Name and position /title of person Qualified Person / ?//y{/z}) i iy, Date of signature /
authorizing YnosHosaxeHa ocoba | 1 v »L} % “Hara nignucy:
the batch release / lMpiseuwe 1a nocaga Mari Ann Kleppe, Qualitied Person
ocobu, sika Bugana Ao3sin Ha BUNYCK cepii: Quality Dept.

Asker Contract Manufacturing AS, Norway

In tha case of discrepancies or doubt between the English and Ukrainian language, the English version shali be
binding / )

Y pasi Byab-akux poabixtocTeil abo CYMHIBIB MK Bepciamu aHrnilicskow Ta YKP&THCLKOIO MOBAMY, NEPEBAKHY CUMly Mag
BEPCIA aHMMIACLKO MOBOID, - I e ' = Ty
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Asker Contract Manufacturing AG — ENTERPRISE NG T+47 66 76 20 30
vart of NexiPharma group NO 029 107 187 MVA www.nexipharma.com

Drammensyeien 852
NO-1382 Asker
Norway



