NEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUiBCHKII OBJIACTI

npos. Ceitnmunoi Hanii, 3, m.Kwuis, 02099, Tex/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Koy €JIPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3eHOI0 B Ykpainy JikapebKoro 3acody

28.03.2024 Ne 15002/24/1011

KAJBIINA -3 HIKOMEJ] ®OPTE

(HaliMEHYBaHHS JTIKapChKOTO 3300y 3TITHO 3 PeECTPaLLiHiHIM [TOCBiTYEHHM)
Ta6JIeTKH KyBaJbHi; 10 30 Ta0aeTOK Y daakoni; o 1 guiakony B KapTOHHIW KopoOui

(dbopma Bumycky, N03yBaHHs, BUJ [TaKyBAHHA JIIKaPCHKOTO 3acoby)

Howmep peectpanitsioro nocsimsenns UA/3 541/01/02 crpox nii peectpaniiinoro nocsinuenna 01 .01.2099

Cepis nikapcbkoro 3acoby Ne 12508327 KimsxicTs BBeseHOTO nikapebkoro 3acoy 14399
BupobHuK Taxena AC, Hopseris
(naiiMeryBaHEs BEPOGHHKA IKapCHKOTO 3ac00y, KpaiHa IOXOKEHHS)
Baezeno B YKpainy ToBapuCTBO 3 00MENKEHOI0 gignosinanenicrio "ACIHO YKPATHA",
imenr. xon: 42274733 L , '

(naiiMeHyBaHHA Ta KO 33 €IIPTIOY sopuan4Hoi ocobu abo Ipi3BHILE, iM's, 110 6aTEKOBI ¢izuanol
0COBH - miAIpUEMIL, Tl MicLe NPOXKHUBAHHS Ta peecTpaniiinuit HoMep 06Nik0BOI KApTKU IUIATHAKA
TomaTkis aGo cepist Ta HOMEp NacTiopTa)

TIpoToKoJI Bi3yaJlbHOT0 KOHTPOJIIO BiJ 26.03.2024 Ne 0746/3.

3a pesynbTaTaMi JIEPXKABHOTO ~KOHTPOIO — BCTAHOBICHO, wo Jikapchkui 3aci6 BBE3CHO B Vkpainy 3

I.lOTpl/lMaHHﬂM BIMOT 3aKOHOJABCTRA II010 3a0e3eueHH AKOCTI JIIKAPChKHX 3aco0iB,
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TEPKABHA CJYIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHU Y KHUIBCHKIA OBJIACTI

npos. Ceitiuuroi Haxii, 3, M.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua, Kox €EAPTIOY 37078774

BUCHOBOK
PO AKIiCTH BBE3eHOro B YKpaiHy JiKapchbKoro 3aco0y

28.03.2024 Ne 15002/24/1011

KAJIBIIHA -3 HIKOMEJ ®OPTE

(HafiMenyBaHHs JKapchKOTo 3aco0y 3TifHO 3 PeEcTpaLiifHIM TTOCBi AHEHHAM)
TaGaeTKy KyBaubHi; mo 30 TabneToK y ¢paakoni; o 1 ¢iakony B KapTOHHIH KopoOui

((bopMma BHITYCKY, JI03YBaHHS, Bl IIaKyBaHHS TiKapchKoro 3acoby)
Howmep peectpaniitsoro nocsizuenns UA/3541/01/02 crpox aii peecrpauiiinoro nocsiguenns 01.01.2099
Cepis nikapcpkoro 3aco6y Ne 12508327 KinbKicTh BBE3€HOTO JTiKkapcekoro 3acoby 14399

Bupo6uuk Taxena AC, Hopgeris
(HaiiMeHyBaBHEA BUPOGHIKa JIiKapCHKOro 3acoby, Kpaita TIOXOMKEHHA)

Beeseno B Ykpainy ToBapHCTBO 3 00MEKEHOI0 BilNOBIATBLHICTIO "ACIHO YKPATHA",
inent. xon: 42274733

(uafiMenysanHs Ta kox 3a €JIPTIOY 1opuamyHol ocobu abo mpissuILe, iM'1, N0 GaThKoBi QizHUHOL
0cobH - DiAIpHEMIL, il MicLe IIPOXUBAHHA Ta peecrpaliittiii Homep 06I1iKOBOI KAPTKH IUIATHHKA
rofaTkiB abo cepis Ta HOMep MacropTa)

TIpoTokoa Bizyansioro koutpomo eix 26.03.2024 Ne 0746/3.

3a pesynbTaTaMH JEPXKABHOTO KOHTPONFD = BCTAHOBICHO, IHO mikapchkuii  3aci6  BBe3eHO B YKpaiHy 3

JOTPUMMAHHAM BuMor 32aKOHOAABCTBA IO 3ae3MedeH s SKOCTI JIKapChKUX 3aco0iB.
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JNIEPKABHA CJIYKBA 3 JIKAPCHbKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMH Y KHiBCHKINA OBJIACTI

nipos. CiTmuunoi Haii, 3, m.Knis, 02099, en/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHUCHOBOK
PO AKICTH BBe3eHOr0 B YKpAiHy JlikapchKoro 3acody

04.03.2024 Ne 6514/24/10

KAJIBIII -[3 HIKOMEJl ®CGPTE

(HaliMEHYBaHHS IKAPCLKOrO 3ac00y 3riaHO 3 peecTpauiiHuM MOCBIJYEHHAM)
TaGaeTKH KyBaabHi; 0o 30 TabaeroK y ¢aakoni; o 1 paakony B KAPTOHHIE KopoOwi

(popMa BHMYCKY, HO3yBaHHS, BH/ IAKYBAHHS Jlikapcwkoro 3acoby)

Homep peectpaniitnoro nocsixuentst UA/3541/01/02 crpox-aii peecTpaniifiHoro nocsingens 01.01.2099

Cepis nikapcskoro 3acoby Ne 12508327 KinbkicTh BBE3€HOrO Jikapehkoro 3acoby 4620
Bupo6uuk Taxena AC, Hopgeris
(HaliMeHyBaHHA BUPOGHHKa NikapchKOTO 3ac06y, kpaia MOXOMKeHHs)
Baesero B Yxpainy ToBapHcTBO 3 00MeskeHOM0 BixnoiganephicTio "ACIHO VYKPAIHA",
izent. xon: 42274733

(HaiimMenyBanHs T2 kox 3a €JIPTIOY ropummuHoi ocobu abo nipisBuLLE, iM'A, TI0 6aThKOBI (iznyHOT
0coBu - minpuemy, ii Miclie NPOXKUBAHHS Ta peecTpaulifHui Homep 06iiKOBOT KapTKH MIaTHHKA
nozatkis abo cepis Ta HOMep ITacropTa) '

IIpoTokos Bisyansuoro konrpomio six 21.02.2024 Ne 0137/11.
JlaGopaTopHuii aHai3 AKoCTi JTikapchKoro 3acoby 3pifcHenui:
JIIT "L{entpanbHa 1abopaTopis 3 aallisy SKOCTI JTiKapChKUX 32C00IB I MEIMIHOT npomykuii”

(m.Kuis, Byn. Kynpseceka 10r m.Kuis, Byn. Kyapssceka 8B Kuiscbka obnacts, ¢. Hosi Ilerpibui,
By Isana ®paska, 19) ‘ '

(HaliMeHyBaHHs Ta MicLe3HaxokeHHs laboparopii, wo nposena nabopaTopHHi aHaJli3 AKOCTi)

BHCHOBOK W0/10 AKOCT] JikapchKoro 3acoBy, sruanmit mabopatopiero sin 01 .03.2024 Ne 0417

PesynpraTit 1a60paTOPHOrO aHaNi3y AKOCTi Nlikapebkoro 3acoby 3a IiepeBipEHNMHM NOKa3HHKaMK BigmoBizawTL
BUMOTAM METOJIB KOHTPOITIO AKOCT (2HANITHIHO-HOPMATHBHOI JIOKYMeHTaLil).

3a pesynpTaTaMy  JEpXKaBHOTO KOHTPOMK) BCTAHOBJICHO, WO nikapcobkuii  3aci6 BBeseHo B Ykpainy 3

JAOTPUMAHHSAM BuMOr 32KOHOJIABCTBA LOKD 3aGe3reyenHs JKOCTi JKapChKHX 3aco6iB.
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUOIKAT BIANOBIAHOCTI GMP BUMYWEHOI CEPII
Name of product: CALCIUM- D; NYCOMED FORTE, chewable tablets Ne 30 in.vial /
Hasga npoayxty: KAJIbLIW-[3 HIKOMEL QOPTE, TabneTk xysansHi Ne 30 y (griakoHi

Marketing Authorization: NeUA/3541/01/02 / PeecTpauiite nocsigyeHns: NeUA/3541/01/02
Strength/potency: 1 tablet contains calcium carbonate 1250 mg which equivalent 500 mg calcium,
cholecaiciferol (vitamin Ds) 10ug, (400 U} in the form of a concentrate of cholecalciferol 4 mg /
Cuna piifAcTveHicTe: 1 Tabnerka MiCTUTL KanbLio kapbonarty 1250 mr, wo eksiBaneHTHo 500 Mr karnbiio,
xanekanstepony (sitamity [43) — 10 mkr (400 MO) y Burnsigi koHUEHTPaTY Xonekanbuudepony 4 mr

Package size and type: 30 tablets in vial; 1 vial in carton box / Poamip Ta Bug ynarosku: no 30 rabnetok y
thnakoHi; no 1 chnaxkcHy B KapTOHHINA Kopotui

Ddéage form: chéWable tablets / Jlikapeoka hopma; TabneTiv XyBarbHi

Manufacturing date / [lava supobunurea:05.12.2023 Batch number / Cepisi: 12508327
Expiry date / Tepmin npugaruocti: 05-2026 Batch size / Poamip cepii: 19.020

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

Haspa BupobHuka i Homep siueHsii* Ackep Kotrpakr Mauydekuepinr AC —4acTuHa rpynu komnanii
Hexkcrdapma Ne 23/22156-13

Manufacturing Sites: Drammensveign 852, NO-1383 Asker /

Anpeca supobHuol AinbHuLi: [pamMmenceeitn 852, HO-1383 Ackep

Country of origin: Norway / Kpaina-supoGniik: Hopsefin

Certification statement / 3asga npo ceprudixauiio:

| 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 compllance with GMP. / Lium nigreepaxyto, Wo sBuLUeBKasaHa m(bopmaum € JOCTORIPHOW |
TOUHOK. [ana cepist npoaykuii BUroToBNEHa (BKMIOYaIoNM YNaKOBKY/MapKyBaHHA) i NPOBELEHNA KOHTPOsIb T
AKOCTI Ha Bkasamift ainbHMUL y nosHin BignosigHocti 3i Bumoramu GMP, BCTAHOBNEHWUMM MiCUEBUM
PEryNISTOPHIAM OPrasoM, @ TaKoXK Y BIANOBIGHOCTI 3i ceumndikaLlieo, Wo MICTUTECA B peeCTpaLiiHoMy [OCbE
KpaiHu-iMnopTepa un B AOChEe cneuwndikauii Ha npenapat Ans AOCHPKYBAHOTO NiKapcLKoro sacuby.
MpOTOKONU BUPOBHULTEA, YNaKoBKWA Ta ananiay Gynn nepernsivyTi | BCTaHoBnNeHo BiNoBigHIcCTL GMP.

Name and position ftitle of person authorizing the batch release/ - §
piseuiue Ta nocasa oooﬁm AKa amana Aoaam Ha By CK cepii:
Qualified Person

YnosuopaxeHa ocoba:

Date of signature / [ara nignucy:

(q* dﬁ.,() ok (Q?‘ 3}~J
fip s

. Hari ;ﬁ%rm chppo Q& *aI mi Pu 300
Cuality Dept.

L gelar Contrapt Mangiacturing AS, Nonwsy
*Former Manufacturing Authorization name and number / o gﬁ@éﬁé@%ﬁ@éﬁﬂéﬂﬁﬁ%ﬁé&y\ ieHaIR:
Takeda AS Ne 9098-2, Drammensveien 852, NO-1383 Asker, Norway / 4
Takens AC Ne 8088-2, [ipammencaeitn 852, HO-1383 Ackep, Hopserist

in the case of discrepancies or doubt between the English and Ukrainian language, the English version shall be binding /
¥ pasi Byab-sxux posbimnocrein abo cymHisis mix seprismu FHMIACLKOID Ta YKPATHCHKOW MOBaMU, NEPEBAKHY CHAY MaE Bepcia
AHFATRCEKRO MOBOIO,

Asker Contract Manufacluring AS — o ENTERFRISE NO e T AT 66 76 30 20
part of NextPharma group NO 929 107 187 MVA www.nextpharmacom

Drammensveien 852
NQO-1383 Asker
Norway



extPharma

Batch Quality Certificate for Medicinal Product /
Ceprudikar akocTi cepii nikapcbkore sacody

e
o

Name of product: CALCIUM- D3 NYCOMED FORTE, chewable tablets Ne30 in vial
Hassa npoaykry: KAJIbLINA-A3 HIKOMEL ®OPTE, Ta6netkn AysantsHi Ne 30 y dnakoHi

Manufacturing date / [1ata supoBnnurea: 05.12.2023
Expiry date / Tepmin npugariocTi: 05-2026

Batch number f Cepia: 12508327
Batch size | Posmip cepii: 19.020

Analysis has been done accerding to Quality Control Methods / Auanis sukonanmwit y sinnoeigrocti no MK#.

Parameters /
HopmatusHi nokasHuku

Specitication / Cneundikauis

Results / PeaynsraTtin

]

Appearance /._On ne -

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. / Kpyrni, 6ini, gsoonykri tabnerku 6es
0BONOHKN; QONYCKAETLCA HAABHICTL BRPANNEHb |
HeBenvk HepisHoCTi kpaie, MoXIMBOIO € HeBeNMKA
KiNbKICTh NOPOLUKY Ha AHI hriakoHa

Conforms / Bignosigae

dentification/ lgenTucbiauis
Calcium/ Kanbuin
Carbonate/ Kapborar

Cholecalciferol ~ HPLC /
Xonexanwwpepon - BEPX

Positive/ MosuTusHa peakuyin
Positive/ Moavitusia peakuis
Retention timé of peaks in the chromatogram of the

sample solution must correspond the retention time
of the peaks of the standard solution/

| Mac yrpumysanHs nikis Ha xpoMaTorpami sunpoBysaHoro |

PO3UMHY MAE BIANOBIAATY HaCY YTPUMYBAHHSA NiKiB
CTAHIAPTHOTO POIUYMHY.

Conforms / Bignogigae

Conforms / Bignosigae

' Conforms / Bigniosigae

Assay / Kinekicue
BUIHAUEHHS
Calcium / Kansuitt
Cholecalciferol /
Xonexansyupepon

475 - 525 mgltablet /475 — 535 Mr/rabn
10.0 « 12.0 pg/tablet/ 10,0 — 12,0 vxrfrabn
1400 - 480 [U/tablet / 400 ~ 480 MO/rabr)

500 mg/ tablet / mrfradn
11.2 pg / tablet/ mrritatn

Uniformity of content’ /
OpHopigricTb eMicTy !
Cholecalciferol /
Xonexaneyuheposny

According to Ph.Eur. / MaioTs signosifati suMoram
£ep. Papm.

Conforms / Bignosinae

Average mass ( CepegHs
maca

1546 mgx77 mg /1546 Mrx 77 wr

1551 mg/wmr

Uniformity of mass /
OpHopiaHicTL Mack

According to Ph.Eur. / [osuHHi Bianoeinati BuMoram
Epp. Gapm. - :

Conforms / Bignosinae

Crushing strength/
CTiRKICTE [0 PO3YABIOBAHHS

70~ 140 N/70-140H

85N/H

Microbiological purity * /
MixpoBionoriusa wicrora’

According to Ph.Eur. /Tlosusni BignosigaTy BUMOram
€ap. Papm.

Conforms / Bi,qnoei_nae

Testing frequency according to internal routines / YacToTa 0pPOBEABHHA RUNPOBYRAHHA KOHTDOMOETHCA
BHYTDILLHIM PErNaMEeHTOM, He ¢ 000B'A3KOBIM ANSt KOXHOT Cepii.

Page 1/2

Asker Coniract Manulacluring AS ~
part of NextPharma group

Drammensveien 852
NO-1383 Asker
Nonway .

TTUENVERPRISE NO
NO 929 107 187 MVA

TT 47 66 76 30 30
www.nextpliarma.com
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Batch Quality Certificate for Medical Product /
Ceprubikar sikocTi cepii nixapckkoro 3aceby

Name of product: CALCIUM- D; NYCOMED FORTE, chewable tablets Ne30 in vial .
- Hassa npogykry: KANbLIW-A3 HIKOMED ®OPTE. Tabnetku xysanshi Ne 30 y drakosi

Manufacturing date / Bava aupobuanyraa: 05.12.2023 Batch number / Cepin: 12508327

Expiry date / Tepmin npnaardocti: 05-2026 Bateh size / Poamip cepil: 19.020

Mame and position ftitle of person Qualified Person/ Date of signature /
authorizing YnosHoBEWEHE 6E06E ™, Haranigey

the batch release / Mpissuie Ta nocaga Q ti L Qﬁl r9 5

0coby, Aka augaha no3sin Ha aunyck cepit

far }mn szppe é?u
Quality [
Asker Contract Manufact

A

g A Naorway |

In the case of discrepancies or doubt betwesen the English and Ukrainian language, the English version shall be
binding /

Y pasi Sype-sinx posbixHocren abo cymmela MDK BEPCIAMY SHIMINCHROI0 T8 praIHCbKO}O MOBaMU, NEPeBaXHY CuIty Mae
Bepcm aHmiiCLKOI0 MOBOK.
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Drammensveien 862
NC-1383 Askar
Noway
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