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JAEPKABHA CJIYIKBA 3 JIIKAPCHKHUX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTUKAMM YV KHIBCBKIN OBJIACTI

npos. CeiTimynoi Hanil, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Npo SIKICTH BBE3€HOI'0 B YKpaiHy JiKapchbKoro 3acofy

11.09.2023 Ne 39880/23/10

KAJIBIIN -JI3 HIKOME/I ®OPTE

(naiiMeHyBaHHs NiKapChKOTo 3ac00y 3TiMHO 3 peecTpauiiHuM MOCBiT9eHHAM)
Ta0JIeTKH XKyBaJbHi; n1o 30 TabaeTok y haakoni; mo 1 qmalcony B KapTOHHiH KopoOui

(opma Bumycky, 103yBaHHs, BUJ IAKYBAHHS JliKapchkoro 3acoby)
Howmep peectpauiiinoro nocimuenns UA/3541/01/02 crpox gii peectpauiitroro moceimuenns 01.01.2099
Cepis nikapcekoro 3acoby Ne 12502762 KinekicTs BBe3eHOI0 Jikapchkoro 3aco6y 18479

Bupo6Huk Takena AC, Hopseris

(HaliMeHnyBaHHs BUpOGHNKa sTiKapceKOro 3aco6y, Kpaina NOXOAKEHHA )

BeeseHo B Ykpainy ToBapucrso 3 o6mexeHo0 BinnosinansnicTio "TACTHO VKPATHA ",
inent. kox: 42274733

(nalivenyBanns Ta kon 3a €/IPTIOY ropumuunoi 0co6u abo npi3BHILe, iM'S, 10 GATHKOBI iznunol
0cobu - mianpueMud, ii Micue NPOXKUBAHHA Ta peecTpaiiiHimii HoMep 06TiKOBOT KapTKH [UIaTHUKA
nojaTkiB abo cepis Ta HOMep IacrnopTa)

[Iporoxoa BisyansHoro konrpoito six 15.08.2023 N 2507/4.

JlaboparopHui anani3 sKocTi JiKapchkoro 3acoby 3aiHCHEHHiA:

JAIT "LlenTtpanbha nabopatopist 3 aHai3y AKOCTi JTiKapCHKUX 3aCO6IB i MeMIHOT NpoAyKILii"
(M.KuiB, Byn. Kynpasceka 10r M.Kuis, Byn. Kynpsscska 8B Kuiscbka obnacte, ¢. Hosi [lerpisui,
ByJI. IBaHa @paHka, 19)

(HaliMeHyBaHHs Ta MiCLIE3HAXOKEHHS 1aboparopii, o npoBesa 1JabopaTopHUii aHami3 AKOCTi) -

BrcHOBOK 1110210 s1KOCTI JliKapchkoro 3acoby, Bunanumit nabopatopicro eix 08.09.2023 No 1573

PesyneTatu naboparopHoro aHAI3Y SIKOCTI JIIKaApCBKOTO 3ac00y 3a NEpeBipeHUMH MOKA3HUKAMU BIANOBINAIOTH
BHMOTaM METO/IB KOHTPOJIIO SKOCTI (aHAIITHYHO-HOPMATHBHOT OOKyMEHTaIlil).

3a pesynbTaTaMH JIEPXKABHOTO KOHTPOIO BCTAHOBJIEHO, MO nikapchkui 3aci6 BBeseno B Ykpainy 3

AOTPHMAHHSM BuMOr 3aKOHO/IABCTBA MO0 3a0e3NeYeHH s AKOCTI JIIKapChKUX 3aC0BiB.
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/

CEPTURIKAT BIANOBIAHOCTI GMP BUMYLWEHOI CEPII
Name of product: CALCIUM- D; NYCOMED FORTE, chewable tablets Ne 30 in vial /
Hasea npoaykry: KANbLIN-A3 HIKOME ®OPTE, TaGnetku xysanshi Ne 30 y (hriakoHi

Marketing Authorization: NeUA/3541/01/02 / PeecTpauiitte nocBigYeHHa; NelUA/3541/01/02 |
Strength/potency: 1 tablet contains calcium carbonate 1250 mg which equivalent 500 mg calcium ,
cholecalciferol (vitamin D3) 10ug, (400 IU) in the form of a concentrate of cholecalciferol 4 mg /
Cuna gilYAKTUBHICTL: 1 TabneTtka MiCTWUTL kanbyiro kapBoHaTty 1250 Mr, Wo exeiBaneHTHO 500 Mr KanbLir,
xonekansunepony (siraminy 13) — 10 mxr (400 MO) Y BUTNAAI KOHUEHTpaTy xonexkansungepony 4 mMr

Package size and type: 30 tablets in vial; 1 vial in carton box / Poamip Ta Bug ynakoeku: no 30 tabneTok y
(nakoHi; no 1 dnakoHy B KApTOHHIA Kopobu;

Dosage form: chewable tablets / Jlikapcbka opma: TabneTky KyeansHi

Manufacturing date / [lata enpoSHuuTea: 21.06.2023 Batch number / Cepia: 12502762
Expiry date / Tepmin npugaruocti: 11-2025 Batch size / Po3mip cepii: 18.480

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

Ha3sa BupoGHMKka i Homep niuenaii:* Ackep KoHTpakT MaHydexuepinr AC — yactvra rpyn KoMNaHin
Hekcrdapma Ne 22/27628-5

Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

Afpeca BUpoBHWYOT AinbHALL: Apammenceeiin 852, HO-1383 Ackep

Country of origin: Norway / Kpaita-supoBhuk: Hopeeris

Certification statement / 3asga npo cepTudikaviwo:
| hereby certify that the above information is authentic and accurate. This batch of product has bheen
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. Lum ninTeepaxyio, o suILeBKa3aHa H(bopMauia € QAOCTOBIPHOW |
TouHow. MlaHa cepis npoayxuil BUroTosneHa (BKMOYao4N yNakoBKy/MapKyBaHHR) | NPOBEASHUN KOHTPONG 1
AKOCTI Ha BKasaHil AinbHWALI Yy NOBHI BignosigHocTi 3i sumoramm GMP, BCcraHoBnenmmun micuesum
PECYNATOPDHUM OpraHoM, a TakoXx v BignoBifHoCT 2i cneuudikauisio, 1o MICTUTLES B pPeeCcTpaliitHoMy J0CkS
KpalHu-iMnopTepa 4 B A0CbE cneuvdikauili Ha npenapar Ans AOCNIAXYBaHOTO nikapcbKOro 3acoby.
lpoTokonu BupobHuLTEa, ynakosku Ta aHanisy Bynmn nepernsHyTi | BCTaHoBREHO BignosigHicTs GMP.

Name and position /title of person authorizing the batch release /
MpisBuile Ta nocaga ocobu, aka Bunana nosein Ha BUNYCK cepii:
Qualified Person /

YnoeHoBaxeHa ocoba:

Date of signature / Jara nignucy:

(TR T T 8 N

ine Tjugum, Qualified Person
: Quaility Dept.
Asker Contract Manufacturing AS, Norway

*Former Manufacturing Authorization name and number / MonepeaHst Hazea BUpOoDHUKa Ta nileH3sin:

Takeda AS Ne 9098-2, Drammensveien 852, NO-1383 Asker, Norway /
Takena AC Ne 9098-2, NipammeHcBeitk 852, HO-1383 Ackep, Hopeeris
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In the case of discrepancies or doubt haf .-u R OparaNNkrainian language, the English version shall be binding /
Y pasi byap-Akux posbiskHocTed abo cyf A Bl ewp, 3

FARHOIO TA YKDATHCLKOIO MOBaMM, NEPEBaXHY CUAY MaE Bepcin
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Asker Contract Manufacturing AS -

part of NextPharma group ' JPPZ9 107 187 MVA www.nextpharma.com

Drammensveien 852
NO-1383 Asker
Norway
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Batch Quality Certificate for Medicinal Product /
Ceprudikat sikocTi cepii nikapcbkoro aacoby

Name of product: CALCIUM- D; NYCOMED FORTE, chewable tablets Ne30 in vial
Hasea npoaykty: KAJTbLIN-O3 HIKOMED ®OPTE, TabneTku xysansHi Ne 30 y HNaKoHi

Manufacturing date / [lata Bupo6HuuTBa: 21.06.2023
Expiry date / Tepmin npuparHocTi: 11-2025

Batch number / Cepisi: 12502762
Batch size / Poawmip cepil; 18.480

Analysis has been done according to Quality Control Methods / Ananis BUkGHaHWI y BignosigHocTi go MKH.

Parameters /
HopmaTueHi nokazHuKu

Specification / Cneundixauis

Results / Pesynbrary

Appearance / Onvc

Round, white, unceoated 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, Gini, asoonykni Taénerku 6ea
OBONOHKK; AOMYCKAETLCS HAABHICTD BKPAMNNEHD |
HeBenuki HepiBHoCTI kpais, MoXnuBOK ¢ HeBenuka
KiNbKICTh NOPOLUKY Ha AHI dhriakoHa

Conforms / Bignosigae

Identification/ |gentudikayis
Calciumy Kankuin
Carbonate/ KapGonar

Cholecalciferol — HPLC /
Xonexanbiumndepon —~ BEPX

Positive/ Tosntuexa peaxuis
Positive/ lMoanTueHa peakuis

Retention time of peaks in the chromatogram of the
sample solution must correspond the retention time
of the peaks of the standard solution/

Hac yTpumyBanHs nikis Ha xpomartorpami BANpoByBaHoro
PO3YMHY MAE BIRNOBIAATKH Yacy YTPUMYBaHHSA Nikis
CTaHAAPTHOIO PO3YMHY.

Conforms / Bignosigae
Conforms / Bignosigae

Conforms / Bianoeigae

Assay / KinbkicHe
BU3HAYEHHS
Calclum / Kanbuii
Cholecalciferol /
Xornekanbuugepon

475 — 525 mgitablet / 475 — 525 mr/ftabn

10.0 — 12.0 pgitablet / 10,0 — 12,0 mxr/tabn
(400 ~ 480 1U/tablet / 400 — 480 MO/ratn)

500 mg / tablet / mr/rabn
11.2 pg / tablet / mxr/Tabn

Uniformity of content! /
OaxopigHicTb eMicTy
Cholecalciferol /
Xonekanbuudepony

According to Ph.Eur. / MaioTe Bianosinati sumoram
£8p. Dapm.

Conforms / Bianoeinae

Average mass/ CepeaHs
Maca

1546 mg £ 77 mg / 1546 mr+ 77 Mr

1548 mg / mr

Uniformity of mass /
QaHopigHicTe MacH

According to Ph.Eur. / ToBuHHI 8ianosinatv BuMoram
€ap. bapm.

Conforms / Bignosigae

Crushing strength/
CriikicTe 0 posuaBniceatiHs

70-140N/70- 140 H

82N/H

Microbiological purity 1 /
Mikpobionoriuna yncrora’

According to Ph.Eur. / MoeuHHi Bignoeinati Bumoram
€sp. Papm.

Conforms / Bignosigae

Testing frequency according to internal routines /

BHYTPILLHIM pernaMeHToM, He € 0608’ AIKOBMM AN KOXHOI cepii.

Asker Contract Manufacturing AS —
part of NextPharma group

HacToTa nposeaeHHs sunpoByBaHHA KOHTPOMIOETHCS
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Batch Quality Certificate for Medical Product /
Ceptudpixar axocri cepii niKapchKoro 3acody

Name of product: CALCIUM- D; NYCOMED FORTE, chewable tablets Ne30 in vial
Hasea npogyxkry: KANTbUIN-O3 HIKOMEA POPTE, Tabnetkun xypanshi Ne 30 ¥ (bnakoHi

Manufacturing date / Qara BUPOOHMYTBa: 21.06.2023 Batch number / Cepin: 12502762

Expiry date / Tepmin npugatHocTi: 11-2025 Batch size / Poamip cepii: 18.480

Name and position /title of person Qualified Person / Date of signature /
authorizing YnoBHosaxena ocoba Oara nignucy:

the batch release / Mpiseue ta nocaga
ocobu, sika Bugaria 403sin Ha BHNYCK cepil:

ObIA 2013 Ao
Ine Tjugum, Qualified Person

Quality Dept,
Asker Contract Man ng AS, Norway

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