HEPIIIKCIYKBA
AEPIKABHA CHYIKBA 3 JIII{APCI)KI/!X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Yy KHIBCBhKIit OBJIACTI

npocnekr Banepis Jlobanoserkoro, 51, M. Kuis, 03110, Tes/dake: (044) 2753030
E-mail: d!s.ko@dls.gev.ua,https://www.dls.gov‘ua, Kon €JIPTIOY 37078774

BUCHOBOK

PO SIKIiCTh BBe3eHOro B Yxpainy JHKAPCHKOro 3acoby

01.10.2020 Ne 50834/20/10

KAJBIII - 13 HIKOME] 3 ANEJLCHHOBUM CMAKOM

(ualivenynanng niKaperkoro 3acoly arinmo 3 peecTpartiinmm MOCBLYEHHSAM)
TabaeTRY KyBaxbHi o 100 Tabuerok y durakoni; no 1 faaxony B kaprouniii Kopobui
{popma BHILYCKY, 203yDaHus, BH MAKYBAHIA NiKapPCLKOro 3acoby)

Homep peectpauiitnoro nocsiguesms UA/3541/01/01 CTpOX Aif peectpauiitioro nocninuenny 0101 2099

Cepis nixapcskoro sacoby Ne 11922198 Kinbkicts, Beesenore nikapeskoro 3acoby 24760

BupoGuuk Takena AC, Hopseris
(natisenysanus BHPOOHHKA JIKAPCLKOro 3acoBy, kpaina TOXOMMCHIH)

Beeseno B Vipainy Tosapuerso 3 06Mmesxkenorn BiAnOBigaLHicTI0 "ACIHO YKPAIHA",

inent. kon; 42274733
(nattvenynanng Ta ko 52 ENPTIOY wopunnsnoi ocobm 460 tpisnuie, imM's, 5o GatLroni hisnunoi

ocobu - nianpHemug, i micne UPOXHRANHA Ta peecTpaniifii HoMep o6nikoBoT KapTRM MuarHHKA
TIORATKIB a6o cepis Ta HOMEP naciopra)

Mporoxon Bisyannuoro xouTpomo sin 29.09.2020 N5 3213/3.

3a  pesyneraramu ACPIHKABHOIO  KOHTPOMIO BCTAHOBAECHO, 1O JiKapchkui  3aci BBC3CHO B VYkpainy 3
AOTPHMAHHAM sumor SAKOHONIABCTERA WONO 3a6e3TIe e S FKOCT] JHKAPCLKIX 32C0618.

3acTymHak HagansHKKA Biminy
Hepxarnof cimyx6u 2 MKapCHKHX 3ac061B
Ta xcozrrpomg.;a;gjfap;gmmgamf y Kuipenkii

obmacri P 4‘_\?‘:;, :
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUDUKAT COOTBETCTBWA GMP BbINYWEHHOWM CEPUM

Name of product: CALCIUM — Dz NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne100 in vial/
Hassanuwe npoayira: KANBLWA - s HUKOME] C ANESBLCHMHOBBIM BKYCOM, TaSneTku xesaTtenbHule
Ne100 o dinaxkocHe

Marketing Authorization: NeUA/3541/01/01 / PerncTpaynontoe cenfertensetso: NelUA/3541/01/01

Strength/Potency: 1 tablet contains calcium carbonate 1250 mg which equivalent 500 mg calcium:
cholecalciferol {vitamin Ds) - 5 ug (200 IU), which conforms cholecalciferol concentrate 2 mg /
[ozal/Copepxanne neicTeyiowmx seujects: 1 raBnetia COAEPNUT. Kankluns kapbonara 1250 mr, wro
SKBMBANEHTHO 500 Mr Kanbuws, Xonekansuuhepona (suramMmHa Ds} - & mur (200 ME), 4to cooTreTcrayer
ronekansundepony koHUeHTpaTy 2 Mr

Package size and type: 100 tablets in vial; 1 vial in carton box / Pasmep v Bug ynakoekid. no 100
TabneTok o dnakoue; no 1 GnaKkoHy B KaPTOHHOW Kopobke

Dosage form: chewable tablets /
NerkapcTeennan opma: TaBneTEu MesaTenbHbie

Manufacturing date / flara npovssoiciea: 04.08.2020 Batch number / Cepua: 11922198
Expiry date / Cpok rogHocTu: 01-2023 Batch size / Pasmep cepuu: 24.760

Manufacturing Authorization name and number: Takeda AS Ne 9098-2/
Hazsanue NpoM3BOANTENA ¥ HOMED JTMUSHIHU: Takena AC Ne 9098-2
Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

Anpec Npou3BOACTBEHHON NITOWALKY: {pammencaein 852, HO-1383 Ackep
Country of origin: Norway / Crpana-nponssogutens: Hopaerus

Certification statement / 3assneHre o CepTUdHKaUUU:

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, inciuding packaging/labeling and quality control at the above mentioned site (s} in full
cempliance with the GMP requirements of the local Regulatory Authority and with the specifications
in the Marketing Authorization of the importing country or preduct specification file for Investigational
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found
to be in compliance with GMP. / 3tum NOATBEMKAAO, HTO BbllleysasanHas WHpOpMaUWs senseTcn
AOCTOBEepHOW U TouHoW. [lanHas cepus NPOAYKUMKA mnipouaseneHa  (Brmouan ynaxosry/mMapruposky) n
AIPOBEAEH KOHTPOML ©& Ka4ecTBa Ha YKa3aHHOM yuacTke 8 NarHom cooTBeTCTBUU ¢ Tpeboeanusamm GMP,
YCTEHOBNEHHLIMU  MECTHLIM DErynsTODHBEIM OprasOM, a Taloke B COOTBETCTBUM CO  cneuwpukaymen,
Conepxauaica B porucTpaumonHoN focse CTPaHbI-MMNOPTEPa UMM B JOChE Cneumdurkalni Ha npenapar
ANA MCCNEAyeMOoro NekapcTeelHorg cpeactsa. [poToronsl NpouaBoAcTea, YyNakoBkl M ananuaa Brinu
NepecMOTPEeHbE M YCTaHOBASHD cooTReTCTEUE GMP. P LS s i

Name and position fiitle of person authorizing the batch releasa /
PAMUANA 1 LOMKHOCTE NUUA, BLAALUIETD Pa3DBWEHUE HD BRINYCK CEpMn.
Qualified Person /

YIOnHoMousH1oe nuyo:

Date of signature / [ata nognucuy:

! *

T

In the case of discrepancies or doubt between the English and Russian language, the English version shail be binding /
B criyuan BoIHNKHOREHAA PACXONUIAHUA MY AHITIMHRCKUM 1 PYCCKHM TEKCTAMU, AHTTIMACKAR HEPCUR KMEETY NPHOPKTET
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Batch Quality Certificate for Medical Product /
CeprubvkaT kavecTaa cepun NEKAPCTREHHONG CPRACTRA

Name of product: CALCIUM — Dy NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 100 in vial /
Haspanue npoayira: KANLLUWA - By HUKOME C ANENLCHUHOBBLIM BKYCOM, tabneTin wesatensHbie Ne100 so
dinakoHe

Manufacturing date / [lata npouscoacTtsa: 04.08.2020 Batch number / Cepua: 11922198
Expiry date / Cpox rogHoct 01-2023 Batch size / Pazmep cepun: 24.760

Analysis has been done ascording to Quality Control Methods / Ananus seinofinel B GooTEETCTEWN ¢ MIGKC.
Parameters / Specification ! Crieuudsuiayus Results / PeaynsTath
HopuaTuakse nokajzarenu

Appearance | Onucanue Round, white and convex tablets. May have smalj Conforms / Coovsercrayer
specks, and irregular edges. A small amount of powder
may be present at the bottom of the bottie. / Kpyiiisie
ABORKCAbINYKIbIE Tabnetkn Genoro ueeTa Gea obonouxu,
Menyckaercn nandune skpanneriui W reGonsiuke
HEPOBHOCTY kpaes. BoamMomHo HeGonLWoe KoNuiecTen
NOPCLUKA Ha AHe dNakoHa.

Identification / aeurupukayus

Calcium ! Kansuus Positive / Monoxutenbuas peaxiun Conforms / Cooracrereyer
Carbonate / KapSauaTa Pesitive | Nonoxurensian peaxuua Conforms / Coorsercrayer
Cholecalciferol / Must comply / Conforms | Cootaercrayer
Xonekansuuchepona Homxue! cooTpeTcTeoBaTh TPEBoBaHUAM

Assay f KonnsectpenHoe
onpenensxHue

Galcium / Kansyus 4735 - 825 mgftablet / 475 - 525 mrivaén. 498 mgl tablet / mriratn
Cholecalcifarol / 5.0 — 6.0 pgltablet / 5,0 - 6.0 mur/raBn 5.5 paitabiet / mxrralin
Xonexkansuedepona (200 ~ 240 [UNablat / 200 - 240 ME{rabin)

“Uniformity of Content! {
OanopoaKocTh cogepxanua’
According to Ph. Fur./

Chelecalciferol / Xonekanuuudbpona | JonsHs! CooTee1CTE08aTS theforanuam EBp. ®apm Conforms [ CooteetcTyer

/ Average mass f Cpeadas macca 1655 mg k77 mg [ 1555 w7 + 77 mr 1558 mg / wr T
Uniformity of mass { Qanopoanocrs According to Ph. Eur. / Conforms / Covraetcrayer
MACThH OosfkHBl COOTBETCTBOBATL TPEBOBAHMUAM Esp. dapa.
Crushing strength / 70~ 140 N/ 70 ~ 140 H B4N/H

CYolKOCTb K pasfaRnuBaHIo

Microbiological purity’ /
MukpoBuonoruyeckan yuctora’
{non-agueous preparations for aral
use)} / (HeBOAHEIE NEK3PCTBEHHEIS
CPeicTBa ANA OpancHoro

NRUMEHREHUA ) Conforms ! Coursevcrayer
Total asrobic microbial count According to Ph. Eur. /

(TAMC) | Obwiee konu-ecrao HomkHbl cOOTRETCTBORA™S *PEBOBAHKAM Eap. dapm,

a3p00bix Murpoopran. {TAMC)

Total combined yeasts/moulds According to Ph. Eur./ Conforms / Coorsercisyer
count (TYMC) / Ofiyse won-so Homxisl GooTBeTCTBOBATE TPaloBatim Esp. Gapu

N7ECHEBLIX K APONoKeBLIX rpnbos

{TYMCy

Specified micro-organisms [ According to Ph. Eur./ Conforms [ CootBevcrhyeT
Creunduyeckne MMKpoopraHname Dorxhe cootBeTcTROBA S TPEBOBAHKAM Eop. ®apm.

Tasting frequency according to internal routines | ‘Yacrora NPO2EACHNS HCMLITAKUA KOKTPONUDYETCR BHYTREHHMIM peﬁtameﬁ?&ﬁm

Takedaa A%
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Batch Quality Certificate for Medical Product/
Cepruihuiar xaduecTsa Gepuu NexapcTBERHOTD cpeycTea

Name of product: CALCIUM — D3 NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 100 in viai f

Haaeakwe npogykra: KANBUWWA — [13 HUKOME/ C ANENLCUHOBLIM BXYCOM, tadnetin xeearensHbic Ne0Q ao
thnakoxe

Manufacturing date / [lata npouasopcrsa: 04.08.2020 Baich number / Cepusa: 11922198
Expiry date / Cpox rogrocTa: 01-2023 Batch size / Paamep cepu : 24.760

Name and position /titte of person autharizing the Qualified Person §
batch release / ©amunun u gonkHocTs nuua, YnonromoueHioe nuio
BLIABLLErO P3IPELUIEHUE HA BRINYCK COPHU:

Date of signature /
Hara noanuen:

In the case of discropancios or doubt batwosh the English and Russian language, the English versian shall be binding {
B enydaun BoasnkHOBR U packowasHy MEWAY BHITUACKAM U DYCCHUM TEKCTAMY, aHrmuickas BEPCHS WMELT NpHOpUTET
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