NEPKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHiBCHKIN OBJIACTI

npos. Ceitimunoi Hapii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
Npo SIKiCTH BBe3eHOr0 B YKpaiHy JiKapchKoro 3acody

25.10.2024 Ne 54330/24/1011

KAJIBIIIM -J13 HIKOME] 3 ATIEJJbCUHOBUM CMAKOM

(HaliMeHYBaHHSA JIKapChKOTo 3aco0y 3TiNHO 3 peecTpaLiitHNM TIOCBIAMEHHM)
Ta6aeTKHM XKyBAALHI 110 50 TadseTok y puaaxoni; no 1 gaakony B kapToHHIN KopoOUi

(bopMa BHITYCKY, HO3YBaHHs, BHA NaKyBaHHA JIikapchbKoro 3acoby)

Howmep peectpaniittoro noceiggenns UA/3541/01/01 crpox mii peectpaniiinoro nocsingenns 01.01.2099

Cepia mixapcskoro 3aco6y Ne 12513756 KinbkicTs BBe3eHOTO JTikapcrkoro 3acoby 26000
Bupo6Huk Acxep Konrpakt Manydexuepiar AC, Hopseris
(uaitMenyBanHa BUPOOHHKa JTiKapchKoro 3acofy, kpaiHa TIOX0OIKCHHS)
Bgeseno B Ykpainy TosapucrBo 3 o6MexeHo10 Bixnosiganenictio "ACIHO YKPAIHA",
iment. kon: 42274733

(naliMenyBanns Ta kox 3a EJPTIOY sopuaudHoi ocobu aGo npiseuie, im's, no 6aTskosi disnyHol
0co6H - HiAnpHeMIL, fi Miclie TPOXUBAHHS Ta peecTpalliiinuii Homep 061iKOBOT KapTKH IUATHHKA
nogatkis abo cepis Ta HOMep TIacTopTa)

Tporokon Bizyansioro konrpoiio sin 21.10.2024 Ne 3238/8.

3a pesynbTaTAMH JEpPXKABHOTO KOHTPONIO BCTAaHOBIGHO, WO Jikapchkui 3aci6 BBeseHo B Vkpainy 3

AOTPUMAHHAM BHMOTr 3aKOHOABCTBA MI0J10 3a6e3NeYeHH s AKOCT] NKapChKAX 3ac00iB.
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JEPIKABHA CJIYKBA 3 JJIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBKII OBJIACTI

npos. Ceitmiunoi Hapuii, 3, m.Kuis, 02099, Ten/taxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog CAPIIOY 37078774

BUCHOBOK
Npo sIKicTH BBe3eHOr0 B YKpaiHy JIIKapChLKOro 3acody

10.10.2024 Ne 50238/24/10I1

KAJBIIN -J13 HIKOME] 3 AIIEJLCHUHOBUM CMAKOM
(HaltMeHyBaHHA NiKapchKOro 3acoBy 3rifHO 3 peecTpallifiHUM TOCBIAYEHHSIM)
TabJaeTKH KyBaJbHi o 50 Tadaerok y ¢aakoni; no 1 pnakony B KapTonHii Kopooui
(bopma BHITYCKY, 103yBaHHS, BH] IaKyBaHH: JiKapcbKoro 3acoby)

Homep peecrpartiitroro nocsinsenss UA/3541/01/01 crpox nii peectpauitinoro nocsiguerns 01.01.2099
Cepis nikaperkoro sacoby Ne 12513756 KinbkicTs BBE3eHOTO MiKapeskoro sacoby 13000

Bupobuuk Ackep Kontpakt Manydexuepinr AC, Hopseris
(HaliMenyBaHHs BUPOOHHUKa JIIKapCHKOro 3aco0y, KpaiHa HOXOKCHH)

Baeseno B Ykpainy TosapucTBo 3 06MexeHoI0 BitnmopinaneHicTio "ACIHO VKPATHA",
iment. xox: 42274733

(naiimenyBsanus Ta ko4 3a CAPTIOV ropuamunol ocobn abo npissnie, iM's, no 6aTekoBi dizuumHol
ocobu - minpuems, if Miciie NPOXHBaHHA Ta peecTpalliiinuii HoMep 0671iKOBOT KAapPTKH ITaTHHKA
nogarkis afo cepis Ta HOMep TacnopTa)

Iporoxon izyaasHoro konrpomo sin 01.10.2024 Ne 2981/3.

3a pesynsTaTaMM  JEpKABHOTO KOHTPONIO BCTAHOBNEHO, MI0 Jikapchkuil 3aci6 Beeseno B Vkpainy 3

JOTPHMMAHHSAM BUMOT 33aKOHOJABCTBA 1100 3a6€3MeYeHHs AKOCTI JliKapChKUX 3aC00iB.
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JNEPKABHA CJIVKBA 3 JIIKAPCHKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMMH Y KUIBCHKIN OBJIACTI

npos. CeiTmranoi Haxii, 3, m.Kuis, 02099, ten/tbakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
Npo AKicTH BBe3eHOT0 B YKpaiHy JiKapchbKoro 3acofy

31.07.2024 Ne 33698/24/10

KAJBLIN -JI3 HIKOME]J 3 AHEJIbCUHOBUM CMAKOM

(HaiiMeryBaHHS JTIKapcEKoTo 34c06y 3TiHO 3 peecTpaLifeuM MOCBiTUEHHIM)
TaGJIeTKM KYBaJbHi 10 50 Tadnerok y daaxouni; no 1 ¢pakony B KapToHHii Kopooui

(dopMa BUITYCKy, 203yBaHH:, BHI NIaKyBaHHs J1ikapChKoro 3acody)
Homep peecrpariiiinoro noceiguerns UA/3541/01/01 crpox nii peectpauiitroro nocsixuenss 01.01.2099
Cepis mixapcekoro 3acoby Ne 12513756 KinskicTs BBE3eHOTO TiKapehkoro 3acoby 2600

Bupo6Huk Ackep Konrpakr Manydekuepiar AC, Hopseris

(maitMenyBaHA BEPOOHIIKA TiKAPCHLKOTo 3ac00y, KpaiHa MOX0KCHHA)

Beeseno B Ykpainy TosapHcTBO 3 00MexkeH0N BixmosinanpHicTo "ACTHO
YKPAIHA", inent. koa: 42274733

(nattmenyBanns Ta kof 32 €JIPIIOY sopuuyHoi ocoby abo npisuiue, iM'a, no 6aTbKOBI
dizsnunoi ocoby - mianpueMuy, ii Micie NPOXMBAHHA Ta peecTpauilinuit romep o6iikoBoOT
KapTKH NJIATHWKA IOJATKIB abo cepis Ta HoMep MacnopTa)

Mporokon BisyaneHoro koutpomo six 04.07.2024 Ne 1932/5.
JlaGopaTopHuit aHANI3 AKOCTI JiKAPCHKOTO 3aC00y 3aiHCHEHH:

T "UenTpaisHa 1abopartopis 3 aHanisy SKOCTi JikapchKuX 3aco6iB i MEANYHOT npo,uymii'i"
(m.Kuis, sysn. Kynpasceka 10r m.Kuis, Byn. Kyzpseceka 8B Kuisceka o6macts, ¢. Hosi
Ierpisui, Bys1. IBana @panka, 19)

(saliMeHyBaHHS Ta MiCIe3HAXOKCHHS NaBopaTopii, 1110 MpoBeNa NaGopaTopHui aHali3 AKOCTi)

BHCHOBOK LIOXO AKOCT JIKapchkoro 3acoby, Buaanmi rabopatopieio Bin 30.07.2024 Ne 1560

PesynsTaTi 1a6opaTopHOTO aHallisy sKocTi JiKapchkoro 3acoby 3a nepeBipeHUMH NOKa3HHKaMH BIIOBiZAIOTH
BUMOTraM METOZiB KOHTPOIIIO AKOCTi (aHaliTHUHO-HOPMAaTHBHOT JIOKyMEHTaLil).

3a pesynsraTaMi  JepKaBHOI'O KOHTPOJNIO BCTAaHOBIEHO, WO TKAapChKMil 3aci6 BBeseHO B YKpaimy 3

JAOTPHMAHHSIM BUMOT 3aKOHOJABCTBA LIOKO 3a0e3TeHeHH AKOCTI JIKAPCHKUX 3aco0iB.
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extPhars

CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTU®IKAT BIAMOBIOHOCTI GMP BUNYLWEHOI CEPIT

Name of product: CALCIUM — D3 NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 50 in vial !
Hassa npoayxry: KANbLIN-O3 HIKOME[ 3 ANENLCUHOBM CMAKOM, TabneTkn xysansui Ne 50 y
braxoHi

Marketing Authorization: NeUA/3541/01/01 / Peectpalliine nocsiguenns: NeUA/3541/01/01

Strength/Potency: 1 tablet contains calcium carbonate 1250 mg which equivalent 500 mg caicium;
cholecalciferol (vitamin Dz} — § pg (200 {U), which conforms cholecalcifero! concentrate 2 mg /

Cuna giifAxrvsricte: 1 TaBneTka micTuTtk: KanbLi kapSonarty 1250 mr, Wwo exksisanentHo 500 Mr kansuio,
xonekansumcbepony (Biraminy D3) — 5 mxr (200 MO), wo signosigae xonexkansUuhbepony KOHUEHTPaTy 2 Mr

Package size and type: 50 tablets in vial; 1 vial in carton box / Pﬁsmm Ta BUA ynal(oam no 50 rabnerox y
chnakoi; o 1 dnakoHy B KapToHHIN kopobu . : :

Dosage form: chewable tablets /
Jlixapebka dopmva; Tabneriiv xysansHi

Manufacturing date / [lata supo6Hulrea: 15.05.2024 Batch number / Cepis: 12513756
Expiry date / Tepmin npmgamocﬂ: 10-2026 ‘ Batch size / Poamip cepii: 49.040

Manufacturing Authorization name and number:* Asker Contract Manufacturing AS ~ part of NextPharma
group Ne 23/22156-13

HazBa BypobHuKa i Homep niuensiit* Ackep Kontpakr Madydexuepinr AC — qacTiHa rpynv KoMmrasin
Hexkcrdapma Ne 23/22156-13

Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

Appeca BupoBrEUYOT MinLRKUE: [pammencaeind 852, HO-1383 Ackep

Country of origin: Norway / Kpaida-BupoBruk: Hopeeris

Certification statement / 3asBa npo ceprudirauin: -
I hereby certlfy that the above information is authentic and accurate. This baich 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. / Lium nigreepmxyio, W0 BuLeBKasaHa ixdopmalis € [OCTOBIPHOIO |
TouHo: flaxa cepis npoaykuil BUroTOBREHa (BKAIOMAIOUM YITaKOBKY/MAPKYBAHHS) | npoBeneHnit KOHTPOb 1
AKOCTI Ha BKasawiit aineHuui y noewil eignoeigrocti 3 Bumoramy GMP, BCTAHOBNEHUMW MiCUEBUM
PErYJIATOPHIM OPFraHoM, @ TakoX y sBignosigrocTi al crneundikalieto, Lo MICTUTLCA B peecTpauifiHomMy A0Cbe
kpainu-iMnoprepa 44 B Jochbe cneundikauiil Ha npenapat Ans AOCRIAXKYBAHOrO nikaposkore 3acody.
fpoTokosny BrpoBHULTEA, YNakoBky Ta adanisy Bynyv nepernaHyTi | BCTaHoBneHo signosignicts GMP.

N e A =TT
@&mwwﬁ, AN
Janny ihls, Qualifiod Person
Cuality Dept,
i Asker Contrant Manufacturing AS, Noragy 4
*Former Manufacturmg Authorization name and number / Nonep A NaEE BB OB HARE Fa TigHas" '
Takeda AS Ne 8098-2, Drammensveien 852, NO-1383 Asker, Norway /
Takepa AC Ne 8088-2, L{pammeHceemH 852, HO-1383 Ackep, Hopseris

Name and position Hitle of person authorizing the batch release /
Mpissuwie Ta nocaga ocobu, sxa BuAana Jo3Bin Ha Brnyck cepil:
Qualified Person /

YnosHoeakexa ocoba:

Date of signature / [ata nignicy:

in the case of discrepancies or doubt between the English and Ukrainian language, the English version shall be binding /
Y pasi Gyab-akux posbixHoctelt abo cymHisia mbK SSPCIAMN aHITIIACEKOIO Ta YKPAIHCHKOK MOBaMN, NEPEBAXNHY CUily mae sepcis
HANIACLKOID MOBGIO.

Asker Conant Manufactuing AS — ENTERPRISE NO T+d7 66 76 30 30
~ part of NextPharma group . NO 929 107 187 MVA www. nexipharma.com -

Drammensveien 8562
NO-1383 Asker
Norvay



~ NextPharma

Batch Quality Certificate for Medical Product {
Cepruchikat sikocTi cepil nikapcskoro sacofy

Name of product: CALCIUM ~ D2 NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 50 in vial /
Haspa nipoayxry: KATIbLIIM-[3 HIKOMEL 3 ATENLCUHOBUM CMAKOM, TaneTku xysaneti N2 50 y chnaxoni

Manufacturing date / [arta supoGxuurea: 15;05.2024 Batch number / Cepin: 12513756
Expiry date / Tepmin npuaarsocti: 10-2026 Batch size / Poamip cepii: 49.040
Analysis has been done according to Quality Control Methods / Anania eukonannit v signosiarocti no MKS.
Parameters / Specification / Creundikaugs "Results / Pesynuraty
Hopmarushi noxasuuim
Appearance / Onuc Round, white and convex tablets. May have Conforms [ Bignosinae

small specks, and irregular edges. A stmall
amount of powder may be present at the
bottom of the bottle. / Kpyrni asoonykni - ¢
rabnetku Binoro konbopy Ges oBonoxkn,
HonyckaeTbC HanBHICTL BRpaNneHs Ta
HeBenuKi HepisHoCTI kpaie. MOXINBOIo €
HEBENNKA KINbKICTL NOPOLUKY Ha A hnakoHa.

ldentification / laeHrudikauis

Calcium  Kanbuio ' ‘ Positive / MNoautuera peaxujs Conforms / Bignosigae
Carbonate / KapBoHaty Positive / NoautueHa peakuyin Conforms / Bignoeigae
Cholecalciferol / Xonekarsuudepony | Must comply / Conforms / Bignosizae

MatoTs signosigaru sumoram

Assay | Kinpxicie susHauenHst

Calcium / Kanbyjo ' 475 - 525 mgltablet / 475 — 525 mritabn. 496 my/ tablet / mritabn

Cholecalciferol | Xonexansiudepony | 5.0 - 6.0 pgitabiet / 5,0 — 6,0 Mkr/ratn 5,6 pghtablet [ mkr/tabn
{200 — 240 IU/tablet / 200 — 240 MO/rabn) C S

Uniformity of Content! /
OagxopigHicTe smicty *

Cholecalciferol / Xonexanbumudepony | According to Ph. Eur. / l Conforms / Bignoeigae
MatoTh sinnosigatv sumoram €ap, Gapm.

Average mass / CepegHna Maca 1555 mag 277 mg /] 1555 mr £ 77 Mr 1549 mg / mr

Uniformity of mass / OaHopianicts According to Ph, Eur./ ’ Conforms / Bianoeigae

Macy . Marots Binnosigatv sumoram €ap. Dapm

Crushing strength / 70 ~140N/70~140 H 83N/H

CTivikicTb 10 pO3HaBiioBaHHR

Microbiological purity? /
MikpoBionoriuHa wncrora’
(non-aqueous preparations for oral
use) / (HesogHi nikapebki sacobn ans
OpanBHOro 3ACTOCYBAHHS)

Total aerobic microbial count According to Ph, Eur. / Conforms ! Bignosigae
{TAMC) / 3aranbHa KinbKICTE MaroTe Bignosigatn Bumoram €sp. dapm. S
aepobnux mikpooprasizmie (TAMC) . -
Total combined yeasts/moulds According to Ph. Eur./ . . Conforms / Bignosinae
count {TYMC) / 3ararsHa KinbKicTb MaioTk Bipnoginam Bumoram €sp. dapm..
naicHasux i Apbraprkosnx rpudis
(TYMC)
Specified micro-organisms / According to Ph. Eur./ . .
- e N . : innosinae
Creundivni mikpoopraHiamu MaioTh Bignosigati sumoram €sp. dapm.. Conforms / Bin A
Testing frequency according to internal routines 7 'Yactora nposenekHs BUPOBYBaRHS KOHTPOMIOETHCS
BHYTPILLHIM PErNaMeHTom _ Page 1/2
Asiker Centract Manufacturing AS - ENTERPRISE NO T+47 66 76 30 30
part.of NextFharma group NO 928 107 187 MVA www. nexipnamma.com

Drammensveien 552
NO-1383 Asker
Notway



. Nextphar’ma

Batch Quality Certificate for Medical Product/
Ceprucpikar AKocTi cepii nikapcskoro 3acoby

Name of product: CALCIUM - D3 NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 50 in vial /
Hassa npogyxry: KARBLHW-I3 HIKOMEL 3 ATIENBLCUHOBUM CMAKOM, TabneTm xyeanbni Ne 50 y dnakoHi

Manufacturing date / Jara surotosnenns: 15.05.2024 Batch number / Cepin 12513756

Expiry date / Tepmin npuaarrocti: 10-2026 Batch size / Poamip cepil: 49.040
Name and position ftitle of person Quaiified Person / Date of signature /
authorizing the batch release / Npissmuye ta YnogHoBaxeHa ocoba Hara nignucy:
nocana ocobu, sika Buhana £03sin Ha BUNYyCK
cepil:

QT QY ~ 2084 ]
< Jgnny Ihls, Qualified Person

, Quality Dept.

| Asker Contract Manulacturing AS, Notway

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

¥ pasi Gyas-akux posbbkHocTtei abo cyMHIBIB MiK BEpCismMu aHITIICHKOIO Ta YKPATHCHKOK MOBaMU, MepesaHy cury
Mae BEPCIR aHImMIRCLEOIC MOBOIO.
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Asker Contract Manufacturing AS ~ ENTERPRISENO TYATEE T8RO B0
part of NextPharma group NO 929 107 187 MVA www.nextpharma.com

Drammensveien 852
NO-1383 Asker
Norway



