JEPXJIKCIIY)XBA
NEP)KABHA CJYXBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJIACTI

rpocniexT Banepis Jlobanoscekoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
NPO AKICTH BBE3CHOI0 B YKPAiHY JIIKAPCHKOI0 32c00y

01.03.2022 Ne 9080/22/10

KAJBI-/13 HIKOMEJ OCTEO®OPTE

(HaiiMeHyBaHHS JIKapChKOIro 3aco0y 3riIHO 3 PEECTPALiiHNUM TOCBITUEHHAM )
TalJIeTKH KyBaJibHI, 10 30 TabJieTok y (py1akoHi; 1o 1 ¢pakoHy B KapTOHHIN KOPOOIi

(dopma BUITyCKY, JO3yBaHH:A, BUJ AKyBaHHA JIIKAPCEKOTO 3ac00y)
Howmep peectpauiitnoro nocsimuenns UA/12922/01/01 crpoxk nii peecrpauiiinoro nocsizuenns 01.01.2099
Cepist nmikapeskoro 3acoby Ne 12184436 KinbKicTb BBE3€HOTO JiKapchKoro 3acoby 27559

BupoGuuk Takena AC, Hopgeris

(naiiMeHyBaHHs BUPOOHIKA JIiKAPCHKOTO 3ac00y, KpaiHa MOXOIKEHHS )

BBeseno B Yipainy TosapucTBo 3 00mexenoo Binnoizaabuicrio "ACIHO
YKPAIHA", inent. xox: 42274733

(naiimenypauHs Ta ko 3a €JIPTIOV ropumiusoi ocobu abo npi3euule, iM's, 0 6aTHKOBI
¢i3uuHOT 0cO0H - HixmpHeMLy, ii MicIie MPOXKMBAHHSA Ta PEECTPAliiHKI HOMep 06JIiKOBOT
KapTKH IUIATHHKA HOJATKiB abo cepis Ta HOMep Iacnopra)

TIpoTokon Bizyansnoro kontposo Bin 22.02.2022 Ne 0556/5.

3a pesyspTatamMu JEPXKABHOTO KOHTPOJIO BCTAHOBIEHO, IO JIKApchkwWil 3acid BBe3eHO B YKpaiHy 3

JOTPUMAHHAM BuMOr 3aKOHOZABCTBA L0J0 3a0€3IIeYEHHs AKOCTI JiKapChKUX 3aC00iB.

Bnamucnas [IETPOCOB

{nignuc) (ininiamu Ta npizeuue)




CERTIFICATE OF RELEASE AND GMP COMPLIANCE!/
CEPTU®IKAT BIANOBIOHOCTI GMP BUMYLWEHOI CEPII

Name of product: CALCIUM — D; NYCOMED OSTEOFORTE, chewable tablets N230 in vial/
Hasea npoaykry: KANbUIN-A3 HIKOME OCTEQ®OPTE, Tabnetku xyBansHi N 30 y diakoHi

Marketing Authorization: NeUA/12922/01/01 / PeecTpaUuiHe nocsigueHHs: NeUA/12922/01/01

Strength/potency: 1 tablet contains calcium carbonate 2500 mg which equivalent 1000 mg calcium , cholecalciferol
{vitamin D1) 20pg, {800 1U} in the form of a concentrate of cholecalciferol 8 mg /

Cnna afifAkTuBHiCTL: 1 TaBaeTha micTUTB: KanbLio kapBoHaTy 2500 mr, WO exsiBaneHTHo 1000 Mr KanbLi,
xonekanbumMbepony (BiTaminy 13) — 20 mkr (800 MO) y 81rnsai KOHUEHTPATY XoAekansLMdepoay 8 mr

Package size and type: 30 tablets in vial; 1 vial in carton box / Po3wmip Ta Bua ynakosku: no 30 Tadnerok y
dhnakoHi; No 1 tnakoHy B KAPTOHKIA KopoBuj

Dosage form: chewabie tablets / likapcbka chopma: TaBneTkn XyBarbHi

Manufacturing date / Jata eupobruurea: 11.01.2022 Batch number / Cepin: 12184436
Expiry date / TepmiH npuaaTHocTi: 06-2024 Batch size / Poswmip cepii: 27.560

Manufacturing Authorization name and number: Takeda AS Ne 9098-2/

Hazpa BupoOHuKa i HoMep niuensii: Takega AC Ne 9098-2

Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

Apnpeca BupobHUYOT AinbHULI: OpamMenceelin 852, HO-1383 Ackep

Country of origin: Norway / KpaiHa-eupoGHuk: Hopserin

Certification statement / 3aaga npo ceprucbikauito;

I 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. / Llum nigreepayyio, WO BULLEBKAIAHA IHGOPMALIA € AOCTOBIPHBIO | TOXHOI.
faHa cepia npoaykLUiT BUrOTOBNEHA (BKITIOUAI0UN YNAKOBKY/MAPKYBAHHS) | NPOBEASHVA KOHTPONL 1T AKOCTI Ha
BKa3aHIA AiNbHULI ¥ NOBHIA BignosiaHOCTI 3 Bumoramun GMP, BCTAHOBNEHUMWU MICLEBWMM perynsaTopHUM
OpraHoM, a TakoxX y BlanosiaHOCTI 3i cneundikalielo, WO MICTUTLCA B PEECTPaLiiHOMY 10CLE KpaiHu-imnopTepa
41 B AOCHE cneyuvdikallii Ha npenapaT Ans AOCNIZKyBaHoro nikapcekoro aacoby. MpoTokonu BUPOBHULTEE,
YNAKOBKKW Ta aHanisy Synu nepermnsHyTi | BCTAHOBNEHG BignoeiaHicTe GMP.

Name and position ftitle of person authorizing the batch release / r

Mpissuwe Ta necaga ocobu, AKa BUgANa A03RIN HA BUNYCK Cepil; CU’L -

Qualified Person /

YnoBHOBaNXKEHA ocoDa: nAnn F\Il_ppt Qum de‘P

Date of signature / [arta nigniicy: Cualis Dept.
Taheda AS. Ak, Norway

"

In the case of discrepancies or doubt between the English and Ukrainian language, the English version shall be Binding
Y pasi Byab-Akux po3bikHOCTER abo cyMHiBie MK BEPCIAMU AHTNIACEKOID Ta YKPATHCEKOK MOBAMN, NEPEBAKHY CUNY Mae Bepcia
AHIMIACEKOK MOBOKD.

Takeda AS Pege 171
i Maiting address
Drammensveien 852 oo Bg o T+47 66 76 30 30
O
NO-1383 Asker 5 F+47 66 76 30 40
Norway MO-1372 Asker
ENTERPRIEE NO Norway

MO B35 347 257 MVA wiwvw.takeda.com

Takeda matarialnr:6065456



Batch Quality Certificate for Medicinal Product /
CepTuddivar akocTi cepil nikapcLroro sacoby

Name of product: CALCIUM — D3 NYCOMED OSTEOFORTE, chewable tablets N230 in vial
Hasaa mpoaykry: KANBLIW-03 HIKOME OCTEO®OPTE, TabneTku xysansHi Ne 30 y chnakoH|

Manufacturing date / Qata BupoGHuurea: 11.01.2022
Expiry date f Tepmin npuaaTHocti: 06.2024

Batch number / Cepia: 12184436
Batch size / Poamip cepii: 27.560

Parameters / Specification / Creundikauia Results /
HopmaTuBHI noxasuukn PeaynbTatn
Appearance / Round, white, uncoated and convex tablets. May | Conforms /
have small specks and irregular edges. A small | Bignosigae
amount of powder may be present at the bottom of
the botile. /
Onne Kpyrni, 6ini, aeoonywni tabnetku 6e3 obonoHew;
BOMYCKAETLEA HASIBHICTE BKPAMNEHb Ta HEeBenuKi
HepisHOCTI kpaiB. MoxnNWBOK & HAABHICTL HEBEMMKOT
KiNbKOCTi NOPOLURY HA AHI dhriakoHa.
Identification / |genTudpikadin
Calcium (Ph.Eur., test b} / Kanouilo | Positive / MoswtueHa peakuis Conforms /
(Cep. Papm., TecT b) Bignoeigae
Carbonate {Ph.Eur., test b) / Positive / Mo3uTuana peakLis Conforms /
Kapbonaty (€ep. dapm., TecT b) Bianosigae
Cholecalcifercl - HPLC / Retention time of main peak in the chromatogram | Conforms /
of the sample solution must correspond the | Binnosinae
retention time of the peak in the chromatogram of
the standard solution/
Xonekaneundcepony — BEPX Yac yTpuMyBaHHA OCHOBHOMO MK HA XpoMarorpami
eunpobyBaHoro  poswMHY Mae  BignoBifatM  uacy
YTPUMYBaHHA MiKa Ha XPOMATOrPaMi CTasdapTHOrO
PO3YUHY.
Assay / KihbkicHe BnsHavYeHHA
Calcium - Titrimetric method / 850 — 1050 mgitablet / 950 — 1050 mr/raén 1004 mg / tablet /
Kaneuini— TuTpuMeTpryHKiA MeTon mriTabn.
20.0 — 24.0 pg/tablet / 20,0 — 24,0 mkritaén
Cholecalciferol HPLC / (800 — 960 |U/ablet / 800 — 980 MO/rabn} 22,7 ygltablet/
Xonekansundepen— BEPX Mxr/Tatn
Uniformity of content /
OpHopiaHIcT A0308aHUX OAVHHLL
Cholecalciferol — HPLC ¢ According to Ph.Eur. / MoewrHHI Bignceigat Conforms /
Xonekaneundepony— BEPX BUMoram Eep. dapm Bignosiaae
Average mass / CepeaHs maca 3093 mg2 155 mg /3093 Mr£ 155 mr 3087 mg /mr
Uniformity of mass / According to Ph.Eur. / lNoBuH+i Rignosigam Conforms /
CanopigHicTs Macu BUMOram Eap. dapm Bignogifae
Crushing strength/ 120 - 200 N/ 120 - 200 H 140N/ H
CTIHKICTE A0 pO3AaBNIOBaHHA
Takeda AS Page 1:/2

Muailing address

Dranumensveicn §32 PO Box 205 T +47 66 76 30 30
NO-F383 Asker MEX-1372 Asher F 447 60 76 30 40
Norway Norway

ENTERPRISE NO
NO 980 347 257 NWVA
Takeda bulk materialnr:5141322

wivwy takeda com




Name of product: CALCIUM — D3 NYCOMED OSTEOFORTE, chewable tablets N230 in vial
Hassa npogykTy: KAMbLIN-A13 HIKOME[ OCTEQ®OPTE, Tabnetkm xyBanbHi N2 30 v dnaroHi

Manufacturing date / lata BupoBHuyTRa: 11.01.2022 Batch number / Cepis: 12184436
Expiry date / Tepmin npuaaTHocTi: 06.2024 Batch size / Posmip cepii: 27.560
Microbiological purity' !

MikpoGicnoriyHa unctortal/ . .

TAMC Not more than 10% CFU/g / ve Ginswe Hix 103 KyOrr Conforms / Bianosinae
TYMC Not more than 102 CFU/g [ He GinbLwe Hix 102 KYQ/r Conforms ! Binnosinae
Escherichia coli Absent in 1 g / BiacyTHicTb/r Conforms / Bianoeinae

Controlled according to internal test program, perform for every 10th batch / 'TecT, 10 KOHTPONOETLCS
BHYTPILLUHIM PEMAMEHTOM, NPOBCANTECA HA KOXHIK 10-i cepil.

Name and position /title of person Qualified Person / Date of s;gnature /
authorizing the batch release / Mpiseuwe YNOBHCEA ;

Ta nocaga ocobu, AKa BMAANAa 03BN Ha

BITYCK cepii: 51 da‘*" “3'98&‘

%»%wcm&b

Mari Ann ‘\h; e Oualfied Pe

Taked AN ‘\aL\.r Noraay

In the case of discrepancies or doubt between the English and Ukrainian language, the English version shali
be binding /

Y pasi byas-aknx pozbikrocTeil aGo cyMHIBIB Mk BEPCIAMKM AHFRIACEKOIO Ta YKPATHCLKOI MOBAMU, NEPEBaKHY
CANY Mae BepCia aHrMIACLKOK MOBOIC.

Takeda AS Pape 2/2
Ventiag adidress

Dranimensveien $32 P Box 205 T +47 66 74 30 30

NO-1383 Asker NO-1372 Asker b=47 66 76 30 40

Notway Nuorway

wavy lakeda com
ENMTERFRISE NO
NG 380 3247 257 MVA
Takeda bulk materialnr 6141322
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