CERTIFICATE OF RELEASE AND GMP 6OMPUANCEI
CEPTUGUKAT COOTBETCTBUS GMP BBIMYLIEHHON CEPUM

Name of product: CALCIUM — Ds NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 20 in vial /
Hassarve npogykra; KANBLIUA = f1s HUKOME] C AMENBCUHOBLIM BKYCOM, TaneTky esaTensHsie
Ne20 Bo tpnakore :

Marketing Authorization: NeUA/3541/01/01 / Peructpaunonioe cengetenserao: NeUA/3541/01/01

Strength/Potency: 1 tablet contains calcium carbonate 1250 mg which equivalent 500 mg calcium;
cholacalciferol (vitamin D3} - 5 pg (200 IU), which conforms cholecalviferal ‘concentrate 2myg /
JoaalCopnepxarve LevcTayioupmx eslijecra’ 1 Tadnerka cofepkuT. kanbius kapBonara 1250 mr, uro
aKBuBaNeHTHO 500 Mr Kankuws, Xxonekansundepona (Brtamuna Da) — 5 mkr (200 ME), uro COOTBETCTRYET
Xonexanbuudepony kOHUEHTPaTy 2 Mr

Package size and type: 20 tablets In vial; 1 vial in carton box / Paamep v ang ynakosku: rio 20 tabnerok
BO cpriakoHe; 1o 1 hnakoHy & KaPTOHHOR kopoGke

Dosage form: chewable tablets

Nexapcrasqnas dopma; TabneTkm ¥esaTensHug

Manufacturing date / flara npoussoacraa: 05.08.2020 Batch number / Cepusi11922918

Expiry date / Cpok roguocty: 01-2023 Batch size / Pasmep cepun: 37.680

Manufacturing Authorization name and number: Takeda AS Ne'9008-2/

Haapanwe Npou3soauTens u HoMep nMueHaun: Takena AC Ne 9088-2

Manufacturing Sites: Drammensvaien 852, NO-1383 Asker / ,

ALPeC NPONIBONCTHEHHON NNOWARKH: Dpammencaedn 852, HO-1383 Ackep

Country of origin: Norway / Crpana-nponssonuverns: Hopserus

Certification statement / 3ananane o ceprudukayuu;

I hereby certify that the above information is authentic and accurate, This batch of product has been

manufactured, including packagingflabeling and quality control at the above mentionad 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 wers reviewed and found
to be in compliance with GMP. / 31um NOATEEPKABIO, 4T BLILLEYKAIAHHEN WHBOPMELMA siangerca
AQCTOBEPHOR W TOUMOM. [anHaR GBPWA NPOAYKUMM NpPOUIBERSHa (Bxniouasi ynaKoBky/MapKMpOBKY)
NPOBEAEH KOHTPONL B8 KAYECTBA HA YKASEHHOM YHaCTKG B NOMHOM COOTBETETBAM © TPeGOBRHHAMI GMP,
YCTAHOBNCHHBIMU MECTHBIM PEryliATOPHLIM OpraHon, a TARKE B COOTRETCTBMM CO' Creumtbkauuei,
CORGPXAWEACH B PETHCTDALMOHHOM [OCHE CTPAHEHAMIOPTEDE MM B 40Ghe cneuMduanumMit Ha npenapar
AR uCCRenyamord. NeKapcTBeHHOrS cpeacrea. TNpoToKoNb! NPOM3BCHCTEA, YNAKOBKA W aHANWad Bbifiv

NePECMOTPEHLE W YETAHOBAEHS conTBeTCTRUE GMP,

Name and position /litle of person euthorizing the batch release /
PAMUNKH 1 ACTRHOCTS TILE, BLARBLIST PRSDEWOHIS R BRNYEX Copie:
Qualified Person /

YnonHoMoseHAoe niGo:

Date of signature / Oura nogniucu:

Paga 341

T+27 66783030
s P76 263040
Noowdy

ENTERPRISE NO:
NOBED 347 267 MVA:

Qe v if 7.2

W dakedd de.
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Batch Quality Certificate for Medical Product/
CopTuMKaT KIUECTRE CEPWI TEKAPCTREHROTS cpescTsa
Name of praduct: CALCIUM - Ds NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 20 in vial |
Haspanme npogyxra: KANbLWAA ~ [l HAIKOMEQ C AMENLCUHOBbLIM BKYCOM, Tabnerv WesarenuHuie Ne20 so
nakone

Batch number/ Cepus; 11922018

Manufacturing date { Data nponssoacrea: §5.08.2020 ! ;119
Batch size / Pasmep cepuu: 37.680

Expiry date | Cpox romrocTa: 01-2023

Analysis

e oy e

| Results/Peaynsrars

Appeararics | ORHCaHIG

| Rownd, White and convex tabiais, May Fiave small
- Asmall amount of powder |

specks, and irregular edges.
may bie present at the bottom of

the bottle. | Kpyrawe

" ABOHKOBLINYRNLG TabneTii Bencro tiesTa Be3 s5cnouKi,
| Honyckeercs wanune Brpanienwl » nebonpuue

HEPOBHOCTA KDESB. BOSMONHO HEBONLLIGE CHUUSETID:

nopowea Ha awe pracons.,

Conforms 7 CooteeToreyer

‘Identification ! Uaerruduxayus
Calcium | Kansuws
| ‘Carbonate  KapGonara
| Cholecalciterot/
| Xonexanuuugepona

- Pogitive £ flonokurensian peakums

Positive / [onomurens s peakuss

Must comply /
BoroxHil COOTRETCTB0BHTS TPESOBAHIAM

Conforme { Coorssrcveyer

Conforms / Coorsercrsyer
| Canforms / Coorasrcrayer

T e ————
anpexesenme

Catolum / Kanums
Cholecaliferol /
| Xonexanauncbepons

475 - 525 mghablet/ 475 - 525 mriratn:

5.0 ~ 6.0 up/tablet /5,0 - 6.0 mxrfraén
(200 — 240 JUKablat / 200 ~ 240 MEfratn)

| 498 mg! tublet Larrrabn
- 5.8pghablet { nidiratin

‘Uniformity of Cantent’ 7
Oanopoancere copepxanua®

Choletalciferol/ Xonexansundporia

Aocording 1o Ph. Eur./

- Romaisl cooTeercraoeaTs TpeBosaniam Eap. dapw.

1 Conforms { Cooraercrayer

AVerage mass | CPeRHAR Macca

Uniformity of mass / OpHopaanacrs
MaEcHl

[ 1S58 a2 7T mp 11665 wr £ 77 wr

Accurding to Ph. Eur,{
ABIKKE COOTBETCTBOB AT TDEGOREHMM EBp. Papn,

1853 g fur

- Conforms { Codrearcrayer

"Crushing strengtir ]
CroilkocTs & pasaasniaanio

“F0- 140 N7 70 =740 H

THNIA

| Microbiological purity /
MukpoGuonoruieckan wueToTa’

usa)/ (HeNantHe RexapotBEHHLE
. CROACTRA ANA OPANBIID
fApnustenna) y

Total aorobic microbial count
| (TAMC) I Gbiee xonnuectao
aspabisx mpoopiad, (TAMC)
Total combined yeasts/mouids
count (TYMC} / O6use kon-so
NABCHENWX W APONOKBRAIX FPUSOR
(TYmc)

| Specified micro-organisms /
’ Gnaqmbmpamsmnxpoapranmw

{non-aqueous preparations for oral |

-According to Ph. Eur. /

HAonmus: cooTsatcTacears Thafionanuam Esp. Gapm.

' According to Ph. Eur. /

Aomuit cooramrcraosar Tpeonanmin Eup. Gapy,

| According to Ph. Eyr. ,
AOmkHI COUTBETCTRORET TDEBOBSHUAW ERp. dapu.

Tukeods A%

Diammensveien852
NO-1383 Asker
Norway

ENTERPRISE NG
NO 980 347 257 MVA

Conforms / CooseTcrayer
1 Conforms !'Coorasrcrayar

Gonforms | Coopercrayar

Metling edihess
P.O. Box 208
NO-1372 Askar
Narway
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Batch Quality Cartificate for Medical Product /
CepTDVKET KavecTEA' GRPUU NBKAPCTBEHHGTD cpencrea
Name of product: CALCIUM — D NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 20 in vial /
Hassanue npoayxra: KANBLMA ~ [ HUKOMER, C ANENBCUHOBLIM BIYCOM, Tatnetiw xesarensubie Ne20 850
dnakone

Manufacturing date / Jjata npoussogcrea: 05.08.2020 Batch number / Cepun 11922018
Expiry date / Cpok rogrocTv: 01-2023 Batch size / Pasmep capuu: 37.680

720,

’ \;\ T G

’m;x‘ihh ¢, (amiiied
Galigy Depr

Tokicn a5 Ashid, ,ﬁxﬁrm)! .

Name and position ititle of person authorlzing the  Qualified Person | Date of signature /
‘batch release / DAMUIUA B A0NKHOCTS NRuA, YRORHOMOMEHHRE U0 Oave nognucn:
BE3BWErD pRIPELUEHWE HE BuiNYCK Capin:

Inthe case of discrepancies or daubt batwesn the Englizh and Rusglan language, theé English vergion shall be binding /
8 CnyHau BOMHKHOBOHMA PACXOMAHAR MEMAY BHENMMCKIM U Pycckm TeKCTAMN, dHrAMCKan BROCUA AMERT NpUOPUYET

- Pk
% RniveT N
PR ro, Ty

Page 242

144766 7830 80
FraTee 78 2040

Tekeda A5 , -
" , Mailing address
Drammiensvalen 852 P Bux 205
NO-1383 Asker BOAI7Y Askor
Norway Neirwety

ENTERFRISE NO
NO.9ED 347 257 MVA

wwwtakeds.com

Page 1/1




o JEPXIIKCITYIKEA
AEPFKABHA CJIYXKBA 3 JIIKAPCEKHUX 3ACOBIB TA KOHTPOJIIO 3A
' HAPKOTHKAMM Y KHIBCHKIi OBJIACTI

npocnexr Banepis JloGaroschkoro, 51, M. Kuis, 03110, Ten/daxc; (044) 2753030
E-mail; dls.ko@dls.gov.ua,https://www.dls.sov.ua, Kox €HPTIOY 37078774

BHCHOBOX
npo sIkicTs BBE3CAOro B YKpainy gikapenkoro 3acoly

09.10.2020 Ne 51161/20/10

KAJBITA )3 HIKOME] 3 AIIEJTLCHHOBAM CMAKOM

(HaiiMerypamsa aikapcskora 3acoy 3rizso 3 peecypaulfiEuM nocsigucs HAM)
Tafjerku ;Kysaabii mo 20 Tabnerox y daaxoni; no 1 Paaxkony B xapronmiii xopoGui

. (hopma RUMyCKY, JOIYBAHHA, DUA NAKYBAHKA XiKapCsKOro Jacoly}
Hotep peecrpauiiitioro mocsimuenns UA/3541/01/01 crpox aii peccrpanitizioro mocsinuenna 01.01.2099
Cepis afxapcrxoro 3aco6y Ne 11922918 Kinsxicrs BBC3aeroro nikapesxoro 3acofy 37680

BupodHnK Taxena AC, Hopeeria "

{walimenyRannn BUpoGHIKA TiKAPCLKOTO 30000y, Kpaia TIOXOZREHNS)

Boegerio B Vipaliry TonapHeTBo 3 06MexeH0I0 BianosinatbmicTIo "ACIHO YKPAIHA",
inent. xon: 42274733 : :

(natimcnysanug Ta xon 32 CAPIIOY iopiamHot ocobu abo mpizeHue, im'x, o GeTsxoni disusual
ocab - mizapuemu, 1 Miclie npoxusanus Ta peecrpauiitauit HoMep o6nikosol KapTKH NRaTHAXA
nojatkip a6o cepin Ta HoMep nacnopra)

TlpoTokon Bizyansxaro xenrpomo eix 30,09.2020 X 3245/1.

Ja  pEYNLTATAMA  JISPAABHONO - KOITPOMO BCTAHOBNERO, WO Jikapcekuit 3aciG  BBeseR0 B Yxpainy 3.
AOTPHMARHAM BuMOr 3aKOHOAABCTEA MOXO Jabesnewenus akocti slkapeKex 3acobia,

4 SO
——<—g%,w.  Buamscnas IETPOCOB
V (nianud)/ (imiuiann Ta nplsnume)
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