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CERTIFICATE OF RELEASE AND GMP COMPLIANCE!
CEPTUOUKAT COOTBETCTBUS GMP BbINYLLEHHOW CEPUIA

Name of product: CALCIUM - D, NYCOMED WITH MINT FLAVOUR, chewable tablets Ne 100 in vial /
HassaHue npogyira: KARLLIW ~ O3 HUKOMEA C MATHBIM BKYCOM, rabretku sesatenshsie Ne100 Bo
tbnakore

Marketing Authorization: NeUA/10610/01/01 / Perucrpaumontoe cauperenscrao: NaUA/M 0610/01/01

Strength/Potency: 1 tablet contains calcium carbonate 1250 mg which equivalent 500 mg calcium,
cholecatciferol (vitamin D1} - 5 g (200 IU), which conforms cholecalciferct concentrate 2 mg §
Hosa/Copepxanue aelicTayiouinx Bewects: 1 Tabnevka cogepmuT: KanbLa xapConaTa 1250 mr. vTo
SKBUBENBHTHO 500 Mr xantuus, xonekansUupepona (Butamana Da) — 5 mur {200 ME), uro cootaercrayer
Xonekansumpepony KoHueHTRaTy 2 Mr

Package size and type: 100 tablets in vial; 1 vial in carton box/ PaaMep u v ynakosku: no 100
TabneTok Bo thnakoke’ no 1 PnaKkoHy B kKapTOHHOR Kopofixe

Dosage form: chewable tablets /
TNexapcteerHas thopma; Tabnemv XesatenbHule

Manufacturing date / flara nponssogcrea: 30.06.2020 Batch number / Cepun:11906412
Expiry date / Cpok rogHOCTy: 11-2022 Batch size / Pasuep cepun: 16.680

Manufacturing Authorization name and number: Taekeda AS Ne 9098-2/
Hazeanue NPOUIBORNTEIH N HOMED NIMUeHaMK: Takeaa AC No 90982
Manufacturing Sites: Drammensveien B52, NO-1383 Asker /

Anpec NpoK3BOACTRAHHOS nnowanku: Jpammencaeiin B52, HO-1383 Ackep
Country of origin: Nonway / Crpana-npoussopnurens: Hopeerus

Certification statament / 3ansnenve o ceprTuukayun;

I hereby certify that the above information is authentic and accurate. This hatch of product has been
manufactured, including packaging/labeling and quality controf st 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 ware reviewed and found
to be in complianca with GMP. / Stum NoATEEPMAAI0, 4TO BhUUEYKazaHHAR HHGPMAUNS AenReTeH

YCTAHOBNGHHLIMM  MECTHBIM  PEerynsTOpHbimM OpraHoM, a Take B GCOTRETCTEMM oQ cnauudrKagve,
COREPRALUSACS B PEIMCTRALMOHHOM FOChe CTP@HLI-MMMOPTEPa Wik B focke crieumdmkaumi Ha Apenapar
ANA UCCNeayeMOro NeKapCTBEHHOro CpeacTea. Npotokorel nponasoacrea, YNaKoBK1 u awWanysa Buinik
NEPECMOTPeHb! M YCTaHOBNEHO cooTeeTCTane GMP.
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Name and pasition ftitle ot person autharizing the batch release /
RIMUIUA W AOMKHOCTD JILa, BblAaBLUEro papeuschue Ha BLIRYCK CapUn:
Qualilied Parson /

YnonkoMauertoe naya:

Date of signature ¢ Bava nognuck:

In the case of discrepancies or doutit betwean the English and Russian language, the English version shall bebinding s
B cnyvau soanmmogenns PRCXOMACHNIH MENUTY AHITTISIHCKIM W PYCCKUM TeKCTaMY, AKFMtickan Bopes nmeer npuapurer
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Batch Quality Certificate for Medical Product/
CepTndikaT XeHecTaa cepiit NeKapCTReHHOO CPeacTBa

£ Tmhzda\}%
Name of product: CALCIUM - Dy NYCOMED WITH MINT FLAVOUR, chewable tablets N2 100 in vial /
HaasaHue npoayira: KANSLWA - /I HUKOMELR C MATHBIM BKYCOM. raBnetiv xesatensHsie Ne100 so duakote

Manufacturing date / [lata npoussoacrea: 30.06.2020 Batch number { Cepus: 11906412
Expiry date / Cpok roaHocTy: 11-2022 Batch size / Paamep cepuu; 16.680

Analysis has been done according to Qualily Control Mathads / AHanwa ssinonieH & cogtaevcrani ¢ MKK.

Parameters | Specification / Cneunchi@uun Rasults f Peaynuiat
Hopmardpruie noxalaresm
Appearance / Oniucaque Raound, white and ¢convex tablets. May have small Cenforms / Cooragrersyet

specks, and irregular sdges. A small amount of powder
may be presant at tha bottom of the botlfe. / Kpyrnwe
ABCAKOBLInYKALIe TaGneTke Senoro ueeTa Gea aGonauxy.
RonyckaeTca nanuave skpannexni n veonoume
HEPOBROCTI KPaeB: BO3MKKO HaGoNLILIOE KonuecTeo
fI9POLUKA Ha AHE (PNAKOHA,

Identification ] Uaeuvuduxatiua

Calcium f Kanbyns Positiva / NonoxuTenbHas peasums GConforms ! CooraarcreyeT
Carbonate ! KapBonsta Positive | NonoiuTenbHan peaxuna Conforms | CooTaercreyer
Cholacalciferol Must comply ! Conforms ! Cooteevcreyer
Xonexaneyuhepona Oomiginl COOTRETCTBORATL TRAGO8AHKAM

Assay { Konudecteertoe
onpeaeneHHe

Caleium ! Kanouus 475 ~ 535 mgiahlet / 475 — 525 meitabn, 501 mg/ tablat / wr/ragn

Chalecalcifarol / 5.0 ~ 6.0 pgltablet/ 5.0 - 6.0 Mkprabn 5.6 pgitablet / mxriTaGn

Xongkameunthepona {200 - 240 [U/tablet / 200 — 240 MEfrabn)

Uniformity of Content® /

OAHOPOLHOCTL COAEpHatns’

g:::;zfi;‘;"" ! According to Ph. Eur. / Conforms J CooTBeTcigyeT
Lupona JlonkHb! coOTRETCTROBATE Tpefonamam Eup. Dapm.

Average mass / CpeAHAR MACCE 1520 mg £ 78 my { 1620 Mr* 76 mr 152dmg/ur

Uniformity af mazs / OanopostocTe | According to Ph, Eur, Conforms ! CoaTeeTcrayer

MECCh [orakhbt cooTRercTEORaTE TRebonaHuam Egp. dapm.

Crushing strengtn / T0-140 N/ 70~ 140 H BENTH

CTciiocTy X pasgasnveasua

Microbiological purity' /
Mukpobnonorueckan wicrora'
{non-aqueous preparations for oral
uga) / (KeRQHLIe NEKAPCTEEHHbIE
PEACTAA AR OPANLHOMD

APUMEHEHIA) Conforms / CooTtrartcrayer
Total aerobic microbial eount According to Ph. Eur. /

{TAMC) / Obwee sonu4ecTRO HonxHe) cooTeaTeTRoBaTh TpeboBanuAM EBp. Sapa.

a3pobHbix MUKpoopran. (TAMC)

Total combined yeasts/moulds According to Ph. Eur./ Conforms / Cooraercrayer
count {TYMC) / Obwee kon-s0 LomxHu cooreeTcTeoBaThL TREGORIHUAM EBp. ©apn.

NNECHABLIX N APoNCKEBLIX rpntios

{TYMC)

Specifiad mlcre-organisms / According to Ph, Eur./ Conforms / CooTeercreyer
Cnauuduysckna MIPKPODPTaHY3ME! Honxnel cooteeTcrsopars Tpebosanusima Eop, Dapn.

Testing frequency according to internal routines f 'MacTOTa NPosesERIA NCHLITEHUA KOHTPOTADYETCH HYTPEHAYM DArNaMBHTOM

.

Takedr AS

i Pzgei/2
Maiing address -
Dramirensvelen 852 2,0. Box 205 | T +47 GG 76 30 32
NO-13383 Asker MO-1372 Askar F+47 66 7630 10
Norvray Norway :

Yo www lakeda.com
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Batch Quallty Certificate far Medical Product /
Ceprucbukar KauecTsa capyM NEKAPCTEEHHOM CPEACTna

Name of product: CALCIUM — D3 NYCOMED WITH MINT FLAVOUR, chewable tablets Ne 100 In vial/
HaapaHue npoaykra: KANGUWA - [ HAKOME C MATHLIM BKYCOM, Tatinetv xesatensHute Ne100 so dinakove

Manufacturing date / [1aTa npoviseoacraa: 30.06.2020 Batch number / Cepna; 11806412
Expiry date / Cpok roqnocis: 11-2022 Batch size / Paamep cepun: 16.680

03-08 2010 A T~

Tne Tivoun, Gualifiad Dorson

Quality Dapt.
A v.!':'i}’.'"tfiu /\S, :\Si:z‘.r‘ N@{way
Name and positian flitls of person authorizing the Quaflfied Parson / Date of signature {
batch reioase / SaMUNUA ¥ JONKKOCTL NnLta. YRONHOMOAHBHHOS NMUa fara nognuou:

BLJABMETD PAINEILBHUA Ha BRINYCK COPHY;

In the case of discrepancies or doubt betwaan the English and Russian language, the Englisti version shall be binding /
B cnyuai BOaHWMKHOREHUA PACXOMASHUA MeXKLy AHFNARCKAM 1 PYCCKMM TEKCTaMK, aHrMWHCKAR BAPCUA UMBET npUoprTeY

Takeds AS i Page2/2
Maitng address

Drammensveien 852 P.O. Box 205 T+47 66 76 30 30

NO-1383 Asker NO.1372 AsKer F +47 06 7630 40

Nprway Norway <

wwwitakeda.com
ENTERPRISE NO
NG 980 347 257 MVA
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JIEPXITIKCIYKBA
NEPAKABHA CJIYKBA 3 JUKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHiBCBKIV OBJIACTI

ﬁpocnem Banepia JloGasoscrkoro, 51, M. Kuis, 03110, Tes/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,httgs://www.dls.gov.ug, Kon €APTIOY 37078774

BUCHOBOK
po sIkicTh BBeseHoro B YKpainy aikapchbKoro 3acoly

24.09.2020 Ne 48225/20/10

KAJIBIIH -3 HIKOMEJ 3 M'ATHAM CMAKOM

(naltMcHyBsasHS mikapcsKoro 3acoby 3TiAHO 3 PEECTPAIAHAM HOCBITIEHHIM)

Tabaerkn ugzna.usni no 100 Tabaerox y Qnakonii'no 1 paaxony B KapToHHii KopoOui

(¢popMa BuILycKY, JOSYBAHHS, BHJ NAKYBAHR RixapcEKono 38c06y)

Howmep peccrpaniiinoro nocsinuerrz UA/10610/01/01 crpox aif peecrpaniitaoro nocsinvenns 01 .01.2099

Cepix nixapeskoro sacofy Ne 11906412 Kinskicts pBeseroro mikapcrkoro aacoby 16680
BupaBHHK Taxena AC, Hopseris
(RaftmeHyBaiHA BRPOCHHEA RIKAPCHKOIO 3acofy, KpaiHR OXOLKEHH)
Bre3cHO B'Y KpdiHy ToBApHCTBO 3 00MeXKEHOI0 pianosizansuictio "ACIHO YKPATHA",
inenr. xon: 42274733

(waliMeHypauts Ta Kop, 38 E€IPIIOY iopumraiiol ocobu abo npieune, iM'a, o GareKosi Qisurmol
ocobu - nianpueMug, It Micue NPORHBAHHS T4 peectpauilinmit noMep oliikoBOT KAPTKH IIRTHHIA
noAaTKiB aGo coplx T HOMEP MCTOPTa)

[IpoToka BiyanbHOIO KOUTPOAK BiA 24.09.2020 Ne 3051/1.

3a pesynnTaTaMu  IEPKABHOTO  KOHTPOJIO BCTAHORNEHO, IO MiKapchkui 3aci6 BBescHo B YkpaiRy 3

MO~ 32KOHONABCTES OO 3abesneden s AKocTi JHKAPCEKHX 1ac06is.
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