JAEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KMIBCBKIN OBJIACTI

mpos. Ceitimanol Hanil, 3, m.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
Npo AKICTL BBe3eHoro B YKpainy JikapcsKkoro 3acody

16.10.2023 Ne 47661/23/10

KAJXBIIH -13 HIKOMEJI ®OPTE

(uaiiMenyBaHHA TiKapCEKOro 3acoBy 3rifHo 3 peecTpalifANM HockinyenHaM)
TabJeTKH XKyBaasHi; o 60 Tabaerok y daakxoni; mo 1 paaxony B kaproHHiil xopooui

(tbopMa BHnyCKY, HO3yBAHHS, BHI NAKYBEHHSA JIKaPCHKOTO 38C00Y)
Homep peectpaniitroro nocrizgenns UA/3541/01/02 crpox nii peectpaniitroro mocsimuenns 01.01.2099
Cepin nikapeskoro 3aco6y Ne 12503139 Kinsxicts BBe3eHOro0 nmixapeskoro saco6y 41679

Bupo6anx Taxena AC, Hopseris

(uatiMerysanHs BUPoOHIKA NikapekKoro 3acoly, KpaiHa NOXOKEHHA)

Baeseno B Vipainy ToBapucTBo 3 06MexeHowo Bixnosinansnicrio "ACIHO YKPATHA",
iment, xon: 42274733

(walimenysanns Ta ko 3a €JPTIOY ropnanunoct ocobu abo npissmne, iM'a, 1o 6arbkosi diswanol
0CO0K - migmpHeMns, ii Micie NpoXKBAHHS Ta peecTpauiliunii HoMep o6aikoBol KapTKH NNATHHKE
noparkis abo cepin Ta HOMep acTopTa) k

Mporokox nisyansuore konrpomo eix 29.09.2023 Ne 3047/3.
JlaGopaTopHuit aHani3 AKoCTi iKapcbKoro 3acoly 3xijicHeHmMH:

JIT "Lerrpansra naboparopis 3 aHaNi3zy SKOCTL HKapChKUX 3aco6iB 1 MeuHOl poayKiii”
(M.Kuis, Byn. Kyapssceka 10r M.Kuig, Byn. Kyapssceka 8B Kuiscska o6nacts, ¢. Hosi Ilerpisui,
ByiL Irana Ppanka, 19)

(naliMCHYBAHHA Ta MICLE3HAXOKSHHAR Jaboparopii, wo nposens naboparopHuii aHani3 AKOCTI)

BuCHOBOK NOAO AKOCTI JiKapeLKoTo 3acoby, Buaanuit naGoparopieto sin 13.10.2023 Ne 1896

PesynsTaTit 1abopaTopHOTO aHai3y AKOCTI MIKapesKoro 3acoby 3a nepeBipeHHMH NoKasHHKamMy BIANOBIAAKOTH
BHMOTaM METOAIB KOHTPOINIO AKOCTI (AHATTHYHO-HOPMATHBHOT ZOKYMEHTaNiT).

3a pesynsTaTAMH AEpKABHOIO KOHTPONIO BCTAHOBJEHO, w0 Jikapcekmit 3aci6 BBeseHo B Ykpainy 3
JOTPUMAHHAM BHMOT 3aKOHOJIABCTRA THOAO 3a6e3neneH s AKOCT] NiKapchKUX 3acobiB.

Ipuna ITAJIAMAP

(iniuiany & rpiaamte)
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NextPharma

CERTIFICATE OF RELEASE AND GMP COMPLIANCE/

CEPTUDIKAT Blﬂf‘lOBlﬂHOCTI ‘GMP BUNYLWEHOI CEPII
Name of product: CALCIUM- D; NYCOMED FORTE, chewable tablets Ne 60 in vial /
Hassa npogykry: KANLLIW-03 HIKOMEL ®OPTE, TabneTkun KyBanbHi Ne 60 y dnakoHi

Marketing Authorization: NeUA/3541/01/02 / PeecTpauiiie nocsiguerns: NeUA/3541/01/02
Strength/potency: 1 tablet contalns calcium carbonate 1250 mg which equivalent 500 mg calcium
cholecalciferol (vitamin D) 10pg, (400 IU) in the form of a concentrate of cholecalciferol 4 mg/
Cuna gilfAkTuBHicT: 1 TaBneTka micTuTh kanbLlio kapGoHaty 1250 wmr, Wwo eksipaneHTHO 500 M Kanbulio,
xonekanbumnchepony (sitamity [3) — 10 Mkr (400 MO) y BUrNAAi KOHUEHTPATY XOneKkansumdepony 4 mr

Package slze and type: 60 tablets in vial; 1 vial in carton box / Posmip Ta sug ynakoski: no 60 tabnetok y
thnakoHi; no 1 cnakoHy 8 KapPTOHHINK KOpoBL

Dosage form: chewable tablets / Nikapcoka chopma: TabneTkY KyeBanbHi

Manufacturing date / Jara enpobruyrea: 30.06.2023 Batch number / Cepis: 12503139
Expiry date / Tepwmin npugatHocTi: 11-2025 Batch size / Poamip cepii-41.680

Manufacturing Authorization name and number:* Asker Contract Manufacturing AS — part of NextPharma
group Ne 22/27628-5

Haaea BupoGHuka | Homep nileH3il:* Ackep KoHTpakt ManydbekuepiHr AC ~ yacTuHa rpynM KOMNaHiIn
Hekcrdapma Ne 22/27628-5 '

Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

Agpeca BupoGHUYOT AinbHALL Jpammerceeitn 852, HO-1383 Ackep

Country of origin: Norway / Kpaita-supo6Huk: Hopeeria

Certification statement / 3ansa npo ceprudikaviwo:
| 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. / Lium niaTeepaxylo, WO BUWEBKa3aHA iHchopmMaLin € AOCTOBIPHOI |
Tourgto. [laHa cepin NpogyKUil BUrOTOBNEHa (BKNIOYAIOHN ynakosKy/MapkyBsarHsa) | nposeaeHWUiA koHTponb i
AKOCTI Ha BradaHill AiNbHALI y NOBHIM BianosigHOCTI 3 BUMOramMm GMP, BCTAHOBMEHMMA MICUSBUM
PErynATOpHUM OPraHoM, a Takox y BIBNOBIAHOCTI ai cneuwvdikalieto, WO MICTHTLCS B peecTpaLliiiHomMy KOChe
kpalHu-iMNopTepa Y B jocse cneuudikauii Wa npenapat AnA gocnigxysadoro nikapeskoro aacoby.
MpoTokonu BUPOBHULTEE, Ynakosku Ta aHaniay Bynu nepernsHyTi i BCTAHOBNEHA BIANOBIAHICTL G

{4- %w% - 203

4 QKbppe.

Marl A%M Qﬁ?od Person
Guality Dept.

Asker Contract Manufacturing AS, Narway

Name and position ftitle of person authorizing the batch relsase /
Mpisswe Ta nocana ocobu, sika Buaana [O3BIN Ha awnyck cepii:
Qualifled Person /

YnosHosaxeHa ocoba;

Date of signature / flata ninnmcy:

*Former Manufacturing Authorization name and number / MNonepeaHs Ha3sa BUPOBHKKE Ta NillgHsia:

Takeda AS Ne 9088-2, Drammensveien 852, NO-1383 Asker, Norway /
Taxkega AC Ne 9098-2, [ipaMmeHcaeitn 852, HO-1383 Ackep, Hopeerin

T +47 66 78 30 30
www,nextpharma.com

ox oo, W2919
i o /f s

Asker Contract Manufacturing AS -
part of NextPharma group

Drammaensvaien 852
NO-1383 Asker
Norway
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Batch Quality Certificate for Medicinal Product /
Ceprudikat Akocti cepil mikapcskoro sacoby

Name of product; CALCIUM- D; NYCOMED FORTE, chewable tablets Ne 60 in vial
Hassa npogyxry: KANbLIA-03 HIKOMER ®OPTE, TabneTiv KysaneHi Ne 60 y donakohi

Manufacturing date / Qara BMpo6HMyTEa 30.06.2023
Expiry date { Toepmin npugartroeri: 11-2025

Analysis has been dore according to Quality Control Methods ! AHanI3 BUKOHAHKN

Batch number / Cepisi: 12503139
Batch size / Poamip cepii: 41.680

y BinnosianocTi ao MKS,

Parameters /
HopMaTveHi nokasHuky

Specification / Cneyudikavgna

Results / Pesyneratm

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 bottie. / Kpyrni, 6int, naoonykni Tabrietkn 663
0GonaHKN; AONYCKAETHCR HARBHICTE BKDANMEHS |
Herenkki HeplBHOCT! Kpais. MoXNUBOIO & HeBEMKa
KinbKicTh NOPOWIKY Ha AHi thnakaHa.

Conforms / Bianosigae

Identification/ |nexTudikauis
Calciumy/ Kanbuji
Carbonate/ Kap6onar

Cholecalciferol = HPLC /
Xorekansuudepon — BEPX

Positive/ MoautueHa peakuis
Posltive/ MosvrusHa peakuja

Retentlon time of peaks in the chromatogram of the
sample solution myst correspond the retention time
of the peaks of the standard solution/

Hac yTpumyBaHHR nikis Ha XpoMaTorpami BunpoBysaHoro
PO3YMHY Mae BiaNoBlAATH Yacy YTPUMYBAHHA nikie
CTAHAAPTHOIO POIYUHY.

Conforms ./ Bignoslgae
Conforms / Bianosinae

Conforms / Blanobisae

Assay/ KinukicHe
BU3HAUEHHS
Calcium { Kansuin
Gholecalciferol /
Xonekanbuucepon

475 — 525 mgltablet } 475 - 525 mrivabn
10:0 - 12.0-pgitablet / 10,0 = 12,0 mur/radn
{400 — 480 1U/tablet / 400 — 480 MO/ra6n)

498 mg / tablet / Mt/Ta6n
11.2 pg / tablet{ Mkr/rabn

Uniformity of content! /
OaHopinnicTs BMisTy *
Cholecalcliferol /
Xonekanbungepony

According to Ph.Eur. / MaioTs sianosigaty snvoram
€sp. dapm.

Conforms / Bignosigae

Average mass/ Cépegrs
Maca

1548 mg*77 mg 71546 Mr £ 77 mr

1544mglmr

Uniformity of mass /
OnHopigHicTL Macu

Acgording to Ph.Eur. / MNosuHnl BignosigaTy enMoram
€ap. dapm.

Conforms / Bignogigae

Crushing strength/
CrilikicTs 40 POSYABHIOBAHHS

70-140N/70~140H

84N/H

Microbiological purity 1 /
Mikpobionoriuna uucToTa’

According to Ph.Eur, / MopwkHi BlgnosigaTvt BUMOram
Cap. Papu.

Conforms / Bignosigac

Testing frequency according to internal routines f Yacrota npoeeAeHHsA BUNPOBYBAHHA KOHTRESHBETETR
BHYTPILUHIM perfamMeHToM, He & 06OB'ASKOBIM Ans KOXHO! cepil. ;

Asker Conlract Manufactutirig AS —
part. of NextPharma group

Drammeneveien 852
NO-1383 Asker
Norway

ENTERPRISE NO
NO 929107 187 MVA
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NextPharma

Batch Quality Cerhficate for Medlcal Productl
vCemebma'r AKoeTi ceplv nlxapcblcoro 3acoﬁy

: Name of product CALCIUM- Ds NYCOMED FORTE chewable tablets Ne60 in vial
~Hassa npoAyKTy: KAnbLlwl-,aB HIKOMEJJ. rDOPTE Ta6neTKm *yBanbHi N2 60 y conakoHi

- Manufacturing date / .Ea*ra aupoSHuu‘raa 30 .06, 2023 : Batch numherl Cepis: 12503139
Expiry date / Tepmln- npuaaTHOCTI: 11-2025 R .Batch size f Poamip cepii; 41.680
e Name and posltlon }title ofperson . ﬁyf.{‘Qualif' ed'Pérsoh/" e St Date of signatura_l
~authorizing , R e ~Ynom— wcy
= the batch releasel ﬂplaeumera noca,qa e S 5 )20 23

0cobi, sika Bnaana Aosein Ha _BUyeK ceph ;

o auamy nem :
Asker Contract Manufacmng AS, Norway

In the case of dis’c'repancles or doubt between 1he Englrsh and Ukralman language, the Engllsh versron shall be

: bmdmg !

Y pasi Syas-skug poaﬁlmnocreu aEio cyMHlBra MiX Bepcmmu aHmMCbKOJO Ta YKPAIHCLKOI | Moeamu, nepesamny cwny Mae

BepclA aHrnIuchom Mosow

" Page2iz -

Asker Contract Manufactuing AS =~~~ ENTERPRISENG T T+4766763030 o
part of NextPharma group Lol e e NO929 107187 MVA e wwwneXiphamaicom o et

Drammensvelen 852

+NO-1383 Asker
Norway
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