CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUDIKAT BIAMOBIAHOCTI GMP BUMYLLEHOT CEPI

Name of product: CALCIUM - D; NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 50 in vial /
Haasa NpoayKry: KANbLUIN-A3 HIKOME[ 3 ANENBCYHOBAM CMAKOM, Tabnetiun wysansHi Ne 50y
thnakoHi

Marketing Authorization.: NoUA/3541/01/01 / PeecTpauiine HOCBIAYEHHRA. NeUA/3541/01/01

Strength/Potency: 1 tablet contains calcium carbonate 1250 mg which equivalent 500 mg calcium;
cholecalciferol (vitamin D3) - 5 pg (200 V), which conforms cholecalciferol concentrate 2 mg /

Cuna piAkTuBHICTb: 1 raBneTka MICTUTb: KastbLiiio kapBonary 1250 mr, Wo exsipanexTHo 500 Mr Kanbuio,
xorexanblmdepony (siTamity D3) - 5 myr (200 MO), wo gignosinae xonekanbLudepony KoHueHTpary 2 Mr

Package size and type: 50 tablets in vial; 1 vial in carton box / Poawip Ta Bl ynakoBiu: 1o 50 TabNeToKy
dhnakosi; no 1 (hnaxoHy B KApTOHHINA KopoBui

Dosage form: chewable tablets /
Jlikapcbka opma; TaBnEeTKN XyBasbHI

Manufacturing date / Jata pupobHILTRA: 04.09.2023 Batch number / Cepisi: 12504813
Expiry date / Tepmin npUAaTHOCTI: 02-2026 ‘ Batch size / Poamip cepii: 44.800

Manufacturing Authorization name and number:* Asker Contract Manufacturing AS — part of NextPharma
group Ne 221276285

Haspa BUPOOHUKA | HOMED nigensii:* Ackep KOHTpaKT MaHypek-epiHr AC — yacTuHa rpynm KomMnaHin
Hexcrdapma Ne 22/27628-5

Manufacturing Sites: Drammensveien 852, NO-1 383 Asker /

Appeca BupoGHKHOT AirbHrLE [ipamMmeHCBEnH 852, HO-1383 Ackep

Country of origin: Naorway / Kpa':’ua»awpoﬁuux: Hopgeria

Certification statement / 3asBa npo cepTrikaLio:

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packagingliabeling 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 ninraepixyto, Wo BuLleBkasaHa incpopmatlist € AOCTOBIPHOIO |
TouHow. [laHa cepisi rpopykuil BUroTOBNEHA (BRIVOUAIOUN ynaKOBKy/MapKYBaHHﬂ) i NpoBeAeHMIt KOHTPOMNL i
akocTi Ha BKasaHi AinbHvul Y noBHit BignosigHocTi 3 gumoramu  GMP, BCTAHOBMNEHUMU  MICLEBAM
peryrnsropHumM oprasom, a TaKkox'y gignosiprocTi 3i cneyudikauier, wo MiCTUTRCH B peecTpauitHomy 0oChe
Kpainu-imnoprepa un 8 JIOCHE crieundikauin Ha npenapar ans  [OCHipKyBaHoro niKapchKoro 3aco0y.
MpoTokonu BupoBHULTES, ynakoBky Ta axarisy Oysm nepernaHyTi i Bﬁ’”é‘i‘-’i’?ieneno BinnosighicTe GMP. \

Name and position /title of person authorizing the batch release /

[Mpizeuwie Ta nocasa ocobn, sika Bunana [03BiN Ha BUATYCK cepii: ‘,Q «;w

Qualified Person / G Togris,

VroaHosaxera ocoba: . ety |
Date of signature / [laTa nianncy: Biskar Contract Manu singy AG, Monvay

*Former Manufacturing Authorization name and number / lonepenns Ha3sad BupobHUKa Ta fieHsis:
Takeda AS Ne 9098-2, Drammensveien 852, NO-1383 Asker, Norway /
Takepa AC Ne 9098-2, [ipamvercBedt 852, HO-1383 Ackep, Hopserisi

In the case of discrepancies or doubt between the English and Ukrainian language, the Englis
Y pasi ByAb-sKnX poa6i>«noc’reﬁ a6o cymHiaiB Mbk sepciamMu SHIRIACHKO T8 YKPATHCHKOO MoBaN
AHFMIACHKOIO MOBOID.
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Batch Quality Certificate for Medical Product/
Ceprudikat sikocTi cepii nikapcekoro sacoby

Name of product: CALCIUM ~ D: NYCOMED WITH ORANG
Hagssa NPOAYKTY: KANbLIA-03 HIKOME] 3 ANENLCUHOBYM CMAKOM, T

Manufacturing date { [lata supobHuLTBA: 04.09.2023
Expiry date / Tepmid npUOATHOCTE 022026

E FLAVOUR, chewable tablets Ne 50 in vial/
abneTk xypanbHi Ne 50y chnaioHi

Batch number ! Cepisi: 12504813
Batch size / Posmip cepil: 44.800

Analysis has been done according to Quality Control Methods | AHan3 BUKOHAHW sinnopigHocT Ao MKA.

Parameters /
HopmaTuBHi NOKa3HUKY

Specification / Crieundpikauis

Results / Pesynbrat

Appearance / Onuc

Round, white and convex tablets. May have
small specks, and irregular edges. A small

amount of powder may be present at the
bottom of the bottle. / Kpyrni Apoonyk
TabneTiv 6inoro konkopy 6e3 0BONOHKA.
[lofyCKAEThCA HAABHICTL BRPANIEHE Ta
HeBenmKi HepisHoCTI kpais, MoXGMBoIo €

HEBEIAKA KINbKICTL NOPOLUKY Ha i hrakoHa,

Conforms / Bignosigae

Identification / IneHTucbikauis
Calcium / Kansuio

Carbonate { KapGoraty

Cholecalciferol / Xonekanetichepony

Positive [ ToanTBHa peakuin
Positive | MNosutneHa peaxuis

Must comply /
MaioTh BiANOBIIATH BAMOram

Conforms / Bigrosigae
Conforms | Bigriosinae

Conforms / Bignosipae

Assay / KinbKiCHe BUBHAUEHHSA

Calcium [ Kansuiio

Cholecalciferol / Xonexkanbuudepony

475 — 525 myltablet | 475 ~ 525 mr/rabn.

5.0 - 6.0 pgltablet / 5,0 - 6,0 mir/rabn
(200 ~ 240 {U/tablet / 200 - 240 MO/rabr)

499 mg/ tablet / wr/tabn
5,6 pgltablet / myr/rabn

|

Uniformity of Content' /
OpsopipRicTs BMICTY !

Cholecalciferol / XornexkansLudeposny

According to Ph. Eur./
MaioTh BiAnoBinaTH BuMoranm SBp. dapm.

Conforms | Binnosigae

Average mass / CepeaHs maca

Uniformity of mass / OpHOopiaHICTE
Macu

1555 mg % 77 mg [ 1555 Mr £ 77 mr

According to Ph. Eur.{
MaioTs BIANOBIAATIA BAMOTaM Cep. PapMm

1550 mg / mr

Conforms / Bignosisae

Crushing strength /
CriviicTs [0 posvyasniosatts

70 ~ 140 N/ 70— 140 H

87 N/H

Microbiological purity' /
MikpoBionoriuna umuecToTa’
{non-agueocus preparations for oral
vse) / (HeBOOHi riikapcbki 3acobu ans
OpaNLHOTO 3ACTOCYBAHHS)

Total aerobic microbial count
(TAMC) f 3aranbHa KinbKICTE
aepolbHux MikpoopraHizmis (TAMC)

Total combined yeasts/moulds
count (TYMGC) / Baranebha KiNbKICTD
nnicHABUX | ApbKIKOBIX TpUGiB
(TYMC)

Specified micro-organisms !
Crieundhivni MikpooprarisMy

Aceording to Ph. Eur./
MatoTe BianoBiaaTh BUMOTram Eep. dapm..

Conforms | Bignosinae

Conforms / Bignosiaae

Conforms / Bighosinae

Testing frequency according to internal routines { 'Uacrora nposeneHHA BUrpoByBaHHA KOHTPOMOETLCH

BHYTRILUHIM pErnaMeHTom

Asker Contract Manufacturing AS -~
part of NextPharma group

Drammensgveien 852
NO-1383 Asker
Norway

ENTERPRISE NO
NO 929 107 187 MVA
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Batch Quality Certificate for Medical Product /
CepTudiat aKkocTi cepli rikapcpkoro 3acoby

Name of product: CALCIUM ~ D3 NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 50 in vial/
Hassa npoaykry: KAITbLIW-[3 HIKOME[ 3 AMNENBCUHOBAM CMAKOM, Tabnetku xysanbii Ne 50y (pNaKoHi

Batch number / Cepin 12504813

Manufacturing date / laTd BUrOTOBIIEHHS: 04.09.2023
Batch size | Poawmip cepii: 44.800

Expiry date / Tepmix npnpatHocTi: 02-2028

Name and position /title of person Qualified Person / Date of signature /
authorizing the batch release / [pizave Ta YrioBHOBaXeHa ocoba [ara nignmcy:
nocana ocodu, sika sugana [03BIN Ha BUNYCK
cepil: ) )
. e TN A A
A% C;Q% }L\Q L. 2:) :}m&% \;;*J{%{’ %f/‘”v‘x
\

Lality Dept.
| Asker Contract Manufacturing AS, Narway

ine Tugum, Qualified Person %
§

in the case of discrepancies or doubt between the English and Ukrainian language, the English version shall

be binding /
Y pasi 8yab-aKux posBixHocTen ato CymHiBiB M
Mae Bepcis anrnificbKoo MOBOIO.

BEPCIAMU BHIITIACHKOIO Ta YKPATHCBKOI MOBaMU, nepesaxHy cuny

Page 2/2
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUDIKAT BIAMOBIAHOCTI GMP BUMYLLEHOT CEPI

Name of product: CALCIUM - D; NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 50 in vial /
Haasa NpoayKry: KANbLUIN-A3 HIKOME[ 3 ANENBCYHOBAM CMAKOM, Tabnetiun wysansHi Ne 50y
thnakoHi

Marketing Authorization.: NoUA/3541/01/01 / PeecTpauiine HOCBIAYEHHRA. NeUA/3541/01/01

Strength/Potency: 1 tablet contains calcium carbonate 1250 mg which equivalent 500 mg calcium;
cholecalciferol (vitamin D3) - 5 pg (200 V), which conforms cholecalciferol concentrate 2 mg /

Cuna piAkTuBHICTb: 1 raBneTka MICTUTb: KastbLiiio kapBonary 1250 mr, Wo exsipanexTHo 500 Mr Kanbuio,
xorexanblmdepony (siTamity D3) - 5 myr (200 MO), wo gignosinae xonekanbLudepony KoHueHTpary 2 Mr

Package size and type: 50 tablets in vial; 1 vial in carton box / Poawip Ta Bl ynakoBiu: 1o 50 TabNeToKy
dhnakosi; no 1 (hnaxoHy B KApTOHHINA KopoBui

Dosage form: chewable tablets /
Jlikapcbka opma; TaBnEeTKN XyBasbHI

Manufacturing date / Jata pupobHILTRA: 04.09.2023 Batch number / Cepisi: 12504813
Expiry date / Tepmin npUAaTHOCTI: 02-2026 ‘ Batch size / Poamip cepii: 44.800

Manufacturing Authorization name and number:* Asker Contract Manufacturing AS — part of NextPharma
group Ne 221276285

Haspa BUPOOHUKA | HOMED nigensii:* Ackep KOHTpaKT MaHypek-epiHr AC — yacTuHa rpynm KomMnaHin
Hexcrdapma Ne 22/27628-5

Manufacturing Sites: Drammensveien 852, NO-1 383 Asker /

Appeca BupoGHKHOT AirbHrLE [ipamMmeHCBEnH 852, HO-1383 Ackep

Country of origin: Naorway / Kpa':’ua»awpoﬁuux: Hopgeria

Certification statement / 3asBa npo cepTrikaLio:

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packagingliabeling 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 ninraepixyto, Wo BuLleBkasaHa incpopmatlist € AOCTOBIPHOIO |
TouHow. [laHa cepisi rpopykuil BUroTOBNEHA (BRIVOUAIOUN ynaKOBKy/MapKYBaHHﬂ) i NpoBeAeHMIt KOHTPOMNL i
akocTi Ha BKasaHi AinbHvul Y noBHit BignosigHocTi 3 gumoramu  GMP, BCTAHOBMNEHUMU  MICLEBAM
peryrnsropHumM oprasom, a TaKkox'y gignosiprocTi 3i cneyudikauier, wo MiCTUTRCH B peecTpauitHomy 0oChe
Kpainu-imnoprepa un 8 JIOCHE crieundikauin Ha npenapar ans  [OCHipKyBaHoro niKapchKoro 3aco0y.
MpoTokonu BupoBHULTES, ynakoBky Ta axarisy Oysm nepernaHyTi i Bﬁ’”é‘i‘-’i’?ieneno BinnosighicTe GMP. \

Name and position /title of person authorizing the batch release /

[Mpizeuwie Ta nocasa ocobn, sika Bunana [03BiN Ha BUATYCK cepii: ‘,Q «;w

Qualified Person / G Togris,

VroaHosaxera ocoba: . ety |
Date of signature / [laTa nianncy: Biskar Contract Manu singy AG, Monvay

*Former Manufacturing Authorization name and number / lonepenns Ha3sad BupobHUKa Ta fieHsis:
Takeda AS Ne 9098-2, Drammensveien 852, NO-1383 Asker, Norway /
Takepa AC Ne 9098-2, [ipamvercBedt 852, HO-1383 Ackep, Hopserisi

In the case of discrepancies or doubt between the English and Ukrainian language, the Englis
Y pasi ByAb-sKnX poa6i>«noc’reﬁ a6o cymHiaiB Mbk sepciamMu SHIRIACHKO T8 YKPATHCHKOO MoBaN
AHFMIACHKOIO MOBOID.
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Batch Quality Certificate for Medical Product/
Ceprudikat sikocTi cepii nikapcekoro sacoby

Name of product: CALCIUM ~ D: NYCOMED WITH ORANG
Hagssa NPOAYKTY: KANbLIA-03 HIKOME] 3 ANENLCUHOBYM CMAKOM, T

Manufacturing date { [lata supobHuLTBA: 04.09.2023
Expiry date / Tepmid npUOATHOCTE 022026

E FLAVOUR, chewable tablets Ne 50 in vial/
abneTk xypanbHi Ne 50y chnaioHi

Batch number ! Cepisi: 12504813
Batch size / Posmip cepil: 44.800

Analysis has been done according to Quality Control Methods | AHan3 BUKOHAHW sinnopigHocT Ao MKA.

Parameters /
HopmaTuBHi NOKa3HUKY

Specification / Crieundpikauis

Results / Pesynbrat

Appearance / Onuc

Round, white and convex tablets. May have
small specks, and irregular edges. A small

amount of powder may be present at the
bottom of the bottle. / Kpyrni Apoonyk
TabneTiv 6inoro konkopy 6e3 0BONOHKA.
[lofyCKAEThCA HAABHICTL BRPANIEHE Ta
HeBenmKi HepisHoCTI kpais, MoXGMBoIo €

HEBEIAKA KINbKICTL NOPOLUKY Ha i hrakoHa,

Conforms / Bignosigae

Identification / IneHTucbikauis
Calcium / Kansuio

Carbonate { KapGoraty

Cholecalciferol / Xonekanetichepony

Positive [ ToanTBHa peakuin
Positive | MNosutneHa peaxuis

Must comply /
MaioTh BiANOBIIATH BAMOram

Conforms / Bigrosigae
Conforms | Bigriosinae

Conforms / Bignosipae

Assay / KinbKiCHe BUBHAUEHHSA

Calcium [ Kansuiio

Cholecalciferol / Xonexkanbuudepony

475 — 525 myltablet | 475 ~ 525 mr/rabn.

5.0 - 6.0 pgltablet / 5,0 - 6,0 mir/rabn
(200 ~ 240 {U/tablet / 200 - 240 MO/rabr)

499 mg/ tablet / wr/tabn
5,6 pgltablet / myr/rabn

|

Uniformity of Content' /
OpsopipRicTs BMICTY !

Cholecalciferol / XornexkansLudeposny

According to Ph. Eur./
MaioTh BiAnoBinaTH BuMoranm SBp. dapm.

Conforms | Binnosigae

Average mass / CepeaHs maca

Uniformity of mass / OpHOopiaHICTE
Macu

1555 mg % 77 mg [ 1555 Mr £ 77 mr

According to Ph. Eur.{
MaioTs BIANOBIAATIA BAMOTaM Cep. PapMm

1550 mg / mr

Conforms / Bignosisae

Crushing strength /
CriviicTs [0 posvyasniosatts

70 ~ 140 N/ 70— 140 H

87 N/H

Microbiological purity' /
MikpoBionoriuna umuecToTa’
{non-agueocus preparations for oral
vse) / (HeBOOHi riikapcbki 3acobu ans
OpaNLHOTO 3ACTOCYBAHHS)

Total aerobic microbial count
(TAMC) f 3aranbHa KinbKICTE
aepolbHux MikpoopraHizmis (TAMC)

Total combined yeasts/moulds
count (TYMGC) / Baranebha KiNbKICTD
nnicHABUX | ApbKIKOBIX TpUGiB
(TYMC)

Specified micro-organisms !
Crieundhivni MikpooprarisMy

Aceording to Ph. Eur./
MatoTe BianoBiaaTh BUMOTram Eep. dapm..

Conforms | Bignosinae

Conforms / Bignosiaae

Conforms / Bighosinae

Testing frequency according to internal routines { 'Uacrora nposeneHHA BUrpoByBaHHA KOHTPOMOETLCH

BHYTRILUHIM pErnaMeHTom

Asker Contract Manufacturing AS -~
part of NextPharma group

Drammensgveien 852
NO-1383 Asker
Norway

ENTERPRISE NO
NO 929 107 187 MVA
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Batch Quality Certificate for Medical Product /
CepTudiat aKkocTi cepli rikapcpkoro 3acoby

Name of product: CALCIUM ~ D3 NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 50 in vial/
Hassa npoaykry: KAITbLIW-[3 HIKOME[ 3 AMNENBCUHOBAM CMAKOM, Tabnetku xysanbii Ne 50y (pNaKoHi

Batch number / Cepin 12504813

Manufacturing date / laTd BUrOTOBIIEHHS: 04.09.2023
Batch size | Poawmip cepii: 44.800

Expiry date / Tepmix npnpatHocTi: 02-2028

Name and position /title of person Qualified Person / Date of signature /
authorizing the batch release / [pizave Ta YrioBHOBaXeHa ocoba [ara nignmcy:
nocana ocodu, sika sugana [03BIN Ha BUNYCK
cepil: ) )
. e TN A A
A% C;Q% }L\Q L. 2:) :}m&% \;;*J{%{’ %f/‘”v‘x
\

Lality Dept.
| Asker Contract Manufacturing AS, Narway

ine Tugum, Qualified Person %
§

in the case of discrepancies or doubt between the English and Ukrainian language, the English version shall

be binding /
Y pasi 8yab-aKux posBixHocTen ato CymHiBiB M
Mae Bepcis anrnificbKoo MOBOIO.

BEPCIAMU BHIITIACHKOIO Ta YKPATHCBKOI MOBaMU, nepesaxHy cuny

Page 2/2
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TIEPJKABHA CJYKBA 3 JTIKAPCHKHX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHKAMM Y KHiBCHKIN OBJIACTI

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

BHUCHOBOK
Npo sIKicTH BBEe3eHOT0 B YKpaiHy JiKapchKoro 3acody

25.10.2024 Ne 54330/24/1011

KAJIBIIM -3 HIKOME]T 3 AIEJIbCUHOBUM CMAKOM

(HaiiMeHyBaHHA JTiKapchKoro 3acoy 3rifHo 3 peecTpallifHIM TIOCBIAYEHHSM)
Ta6JIeTKH XKyBaIbHI 110 50 Taduerok y duaxoni; mo 1 paakony B KapToHHiH Kopodui

(bopma BHITyCKY, JO3yBaHHS, BHA MaKyBaHHA NikapChKOTO 3ac06y)

Howmep peectpauiitaoro nocsizuernns UA/3541/01/01 crpox gii peectpauiitroro nocsizuenns 01.01.2099

Cepisa nikapcrkoro 3acoby Ne 12513756 KinpkicTs BBE3eHOT0 Jikapcrkoro sacoby 26000
Bupo6Huk Ackep Kourpaxt Manydexuepinr AC, Hopseris
(ualiMeryBaHus BHpoGHUKa TiKapchKoro 3aco0y, kpaiHa MOX0OKeHH )
Beesero B Ykpainy TosapucTso 3 o0MexeHo0 Bitnosinanasnicrio "ACIHO VYKPAIHA",
inent. xon: 42274733

(maitMenyBanus Ta kog 3a €IPTIOY ropuudnoi ocobu abo npissuiLe, im'st, o GaTeKOBi hiznyHOI
0cobu - nianpuems, ii Micie NpoXUBaHHA Ta peecTpauilHuii Homep 061iKOBOT KApTKH IUIATHHKA
nogatkis abo cepis Ta HOMep TacnopTa)

Tporokon Bizyansnoro koutpomio sin 21.10.2024 Ne 3238/8.

3a  pesymbTaTaMH JIEpKaBHOrO KOHTDONIO BCTAaHOBIGHO, MO Jikapchkui 3aci6 BBeseHo B Ykpainy 3

JOTPHUMAHHAM BUMOT 3aKOHOIABCTBA MO0 3a0e3NeYCHH AKOCTI JKapChKUX 3ac00iB.
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JEPKABHA CJIVIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKINA OBJIACTI

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

BUCHOBOK
Npo SIKiCTH BBE3eHOr0 B YKpaiHy JIikapchbKoro 3acody

10.10.2024 Ne 50238/24/101X

KAJIBIIN -J[3 HIKOMEJI 3 AIIEJIbCUHOBUM CMAKOM

(HaltMenyBaHHs NKApChKOro 3aco6y 3riIHO 3 PEECTPAlliiiHIM TOCBIAUCHHM)
TabJIeTKH KyBaJIbHi 110 50 Tadaerok y ¢uaxoni; mo 1 paaxony B KapToHHii Kopooui

(hopma BHMyCKy, J03yBaHHA, BHA NaKyBaHHs JiKapchkoro 3acoby)
Homep peectpauiiinoro mocsingenns UA/3541/01/01 crpox xif peectpauiitnoro nocsiguenns 01.01.2099
Cepis nikaperkoro 3acoby Ne 12513756 KinbkicT BBe3eHOTO TiKapchkoro 3acoby 13000

BupoGHHK Ackep Kontpakr Manydekyepiar AC, Hopseris

(HaliMenyBaHHA BApOOHUKa HiKapchKOro 3acoly, KpaiHa MOXOLKCHHA)

Beeseno B Ykpainy ToBapucTBo 3 06MexeHoI0 BiaMoBinaabHicTIo "ACTHO YKPATHA",
inent. kon: 42274733

(naiimenyBanns Ta kog 3a €JPTIOY ropuanunol ocobn abo mpissuule, im's, no 6aTekoBi izudmol
ocobu - migrnpueMud, ii Micne POXHUBaHHA Ta peecTpaniiinuit HoMep o6ikoBOI KAapTKH IITATHHKA
nojarkis a6o cepis Ta HOMep TlacnopTa)

Iporoxox Bisyaasnoro konrpomo sin 01.10.2024 Ne 2981/3.

3a pesynbTaTaMH IEpXKABHOTO KOHTPONIO BCTAaHOBIEHO, MIO flikapchkuil 3aci6 BBeseHo B VYkpaiHy 3

JOTPUMAHHSAM BHMOT 3aKOHOIABCTBA 100 3a0€3NeYeHHs AKOCT] JIKAPCHKUX 3ac00iB.
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JNEPXKABHA CJIVKBA 3 JJIKAPCHKHUX 3ACOBIB TA KOHTPOIIO 3A
HAPKOTUKAMH YV KUIBCHKIN OBJIACTI

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

BHUCHOBOK
Npo sAKicTH BBE3eHOT0 B YKPaiHy JiKapcbKoro 3acody

31.07.2024 Ne 33698/24/10

KAJBLIN -113 HIKOMEJ 3 AHEJbCUHOBUM CMAKOM

(HaliMenyBaHHs JTikapcEKOro 34co6y STijiHO 3 peecTpaLiifHuM NOCBiTICHHIM)
TaGJeTKH KyBaJbHi 10 50 TabyeTok y haaxoni; mo 1 gpiakony B KapToHHili kKopooui

(dopMa BHIYCKy, HO3YBAHHS, BUJL LIaKyBaHHs NiKapchKoro 3acoby)
Homep peecrpauiitnoro nocsiguenns UA/3541/01/01 crpok aii peecrpaniittoro nocsiguenrs 01.01.2099
Cepis nixapcskoro 3acoby Ne 12513756 KinbkicTs BBE3eHOTO JTikapchkoro 3acoby 2600

Bupo6HuK Acxep Konrpakt Manydexuepinr AC, Hopseris

(maiiMenyBaHHA BHPOGHIIKA TiKapcbKoro 3acoby, kpaiia IOXOOKeHH:)

Baesero B Ykpainy ToBsapucTBo 3 00MeKeHOI0 BignosinanpHicTio "ACTHO
YXKPAIHA", inent. xon: 42274733

(maitmenyBanns Ta ko 32 €JIPTIOY sopuuyHoi ocoG aGo pissuine, iM'a, o 6aTbKOBI
diznunoi ocobu - mignpuemus, il Micue IPOXUBAHHA Ta peecTpauiinuit Romep o6iikoBoi
KapTKH NIaTHUKA NOAaTKiB a6o cepis Ta HOMEp MacropTa)

MpoTokon Bisyansuoro kourpomo six 04.07.2024 Ne 1932/5.
JlaGopaTopruit aHai3 AKOCTI JTiKApCHKOTO 3aC06Y 3IHCHEHHIA:

T "LenTpansHa Jabopatopis 3 aHai3y SKOCTi iKapChKUX 3aC061B 1 MEANYHOT nponymii'i"
(m.Kuis, Byn. Kynpssceka 10r m.Kuis, Byn. Kyzpseceka 8B Kuiscbka o6macts, ¢. Hosi
Herpisii, Byi1. Isana ®panka, 19)

(HaifMeHyBaHHS Ta MiCLe3HAXODKCHHS JlaGopaTopii, 1110 MpoRena NabopaTopHUit aHali3 SKOCTi)

BHCHOBOK 1110710 AKOCTI 1iKapchKoro 3acoby, BUAaKH 1a6opaTopiero Bl 30.07.2024 Ne 1560

PesynsTaTi 1a60paToOpHOTO aHalisy sKoCTi iKapcekoro 3acoby 3a IepeBipeHUME OKA3HIKAMH BiAMOBIZAIOTH
BUMOTaM METO/iB KOHTPOIIO AKOCT (aHaiTHYHO-HOPMATHBHOI JOKYMeHTauil).

3a pesynbTaTAMM JEPKaBHOIO KOHTPOJNIO BCTAHOBIEHO, WO IiKapchKuH 3aci6 BBeseHo B Yxpainy 3

JAOTPHMMAHHAM BUMOT 3aKOHOZABCTBA LIOKO 3a0e3neIeHNs SKOCTI JIIKAPCHKUX 3acODIB.
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NextPharma

CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTU®IKAT BIAMOBIQHOCTI GMP BUMYWEHO! CEPII

Name of product: CALCIUM - D3 NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 50 in vial !
Hassa npogykty: KAJIbUIN-3 HIKOME[L 3 AMNENBCUHOBUM CMAKOM, Tabnetkmn xysansni Ne 50 y
bnaxkoHi

Marketing Authorization; MeUA/3541/01/01 / Peectpauifiie nocaiguenHs; NeUA/3541/01/01

Strength/Potency: 1 tablet contains calcium carbonate 1250 mg which equivalent 500 mg caicium;
cholecalciferol (vitamin D3) — 5 pg (200 1U), which conforms cholecalciferol concentrate 2 mg /

Cuna piifAxtusricte: 1 TaBneTtka micTuTs: kanbLilo kapBorary 1250 mr, wo exksisanextHo 500 Mr kansuio,
xonexkansimucepony (siramivy D3) — § mxr (200 MO), wo sipnosigae Xxonexkansnpepony KOHUSHTPaTy 2 Mr

Package size and type: 50 tablets in vial; 1 vial in carion box / Pnsrwn T3 BYA YNakoBKY: no 50 Tabnerok y
thnaroHi; no 1 dnaxoHy B KAPTOHHIN KopoBui :

Dosage form: chewable tablets /
flixapebia opma: TabneTiu KysanbHi

Manufacturing date / [laTa supobruursa: 15.05.2024 Batch number / Cepia: 12513756
Expiry date / Tepmin npmgamocri: 10-2026 ‘ Batch size / Posmip cepii: 49.040

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

Ha3Ba BupobBHuka i Homep niuensiiz* Ackep Kontparkr MadydexuepiHr AC — yacTiHa rpyrv KoMriasin
Hexkcrdapma Ne 23/22156-13

Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

Appeca Bupobrnyol ginbrnui: pammenceein 852, HO-1383 Ackep

Country of origin: Norway / Kpaida-BupobHuk: Hopeerist

Certification statement / 3asBa npo ceprudikauin; -
I hereby certlfy 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 nigreepmxyto, 1O BuEBKasaHa indopmMaii € DOCTOBIPHOWO |
TouHOW. [lana cepis npoaykuil BUroTOBNEHa (BKMIOYAIOUM YIIAKOBKY/MAPKYBaHHs) | NnpoBeAeHuiA KOHTPOosb 1T
SKOCTI Ha BKasaHlil AinbHuul y noeeid BignosigHocTi 3 Bumoramy GMP, BCTaAHOBNEHUMK MiCLEBUM
PEryJIATOPHUM OPraHoM, @ TakoX y BignoBigHOCTI 3i crieyudikauicto, Wo MICTUTLCR B peecTpauiiHoMy A0Cbe
kpathu-iMnoprepa YU B J0Cbe cheundikadiil Ha rpenapart Ans JOCNIAXKYBAHOrO Mikapcskoro 3acody.
IpoTtokorv supoBHUUTRA, ynaxosxm Ta asanisy Synv nepernsiHyTi i BCTaHoBNERO sifnosigHicTs GMP.

3&‘% %‘4 - LU
m%mmaw Person

Quality Dept.
Asker Contract Manufacturing AS, Noresy |

*Former Manufacturmg Authorization name and number / ﬂonepmm ‘Ha3Ba BUPOBHNWKE Ta NileH3ia:
Takeda AS Ne 8098-2, Drammensveien 852, NO-1883 Asker, Norway /
Takeaa AC Ne 9088-2, ﬂpammeHcaeMH 852, HO-1383 Ackep, Hopseéris

Name and position Hitle of person authonzing the batch release /
Mpissuiie Ta nocaga ocobun, sxa Buaana J03sin Ha sumyck cepil:
Qualified Person /

YnosHosaxewa ocoba:

Date of signature / [ata nigmicy:

in the case of discrepancies or doubt between the English and Ukrainian language, the English version shall be binding /
Y paai Byae-akux posbixHocTelt 260 cymHiBia MDK BEPCIAMA aHITIIRCEKOI0 Ta YKPATHCHKOK MOBAMW, NEPEBAXHY CUly Mae #epcis
AHINIACLKUID KOBOIO.

Asker Contract Manufaclusing A& — o ENTERPRISE NG 44766 76 30 30
~ part of NextPharma group . NO 929 107 187 MVA www.nexiphartna.cont -

Drammensveien 862
NO-1383 Asker
Norviey



NextFPharma

Batch Quality Certificate for Medical Product /
Ceprudpikar skocti cepil nikapenkoro sacofy

Name of product: CALCIUM ~ Ds NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 50 in vial /
Haspa npop,yKTy KANBLIIA-O3 HIKOMEL 3 AﬂEﬂbCMHOBMM CMAKOM, TabneTxu xysasneHi Ne 50 y dhnakoni

Batch number / Cepia: 12513756
Batch size / Poamip cepii: 49.040

Manufacturing date / Jara supobunurea: 15;05.2024
Expiry date / Tepmin npugarsocri: 10-2026

Analysis has been done according to Quality Control Methods / Anania eukonanmi y sianosiaHocTi 4o MKS.

Parameters / Specification / Cnaundikauis "Results / Pesynuraty
HopmaTugHi noxasHuku

Round, white and convex tablets. fay have Conforms [ Bignosinae
small specks, and irregular edges. A small

amount of powder may be present at the

Appearance / Onuc

hottom of the bottle. / Kpyrni asoonywri
TabneTkn binoro kanbopy Ges oBonowku.
HonyckaeTbest HasBHICTL BKPANIeHs Ta

HeBenuki HepiBHOCTI Kpais. MOXnKuBsoio &

HEBeNUKA KINbKICTH NOPCLUIKY Ha A hnakoHa.

Identification / laeHrudikaria
Calcium / Kanbuio

Carbonate / KapBonary
Cholecalciferol / Xonekansuudepony

Pasitive / lMNosutuaia peakujis
Positive / Mo3sntueHa peakuin

Must comply /
MatoTs signosinaru sumoram

Conforms / Bignosigae
Conforms / Bignosizae

Conforms / Bignosigac

Assay [ KinbKicie BUsHauYeHHs!

Calcium / Kanbuino
Cholecalciferol [ Xonekansiudepony

475 ~ 525 mgltablet / 475 — 525 mritabn.

5.0 — 6.0 pgltabiet / 5,0 - 6,0 mrr/rabn

(200 — 240 IU/tablet / 200 ~ 240 MO/rabn)

496 my/ tablet / mritabn
5,6 pgltablet / mxr/tabn

Uniformity of Content! /
OgHopinHicTb smicty *

Cholecalciferol / Xonekanoumdhepony

According to Ph. Eur. /

MaioTe Bignosigatv sumoram €sp, Gapm.

Conforms / Bignosinae

Average mass / CepegHst Maca

Uniformity of mass / Ogropigricts
mMacy

1555 mo 277 mg / 1555 mr £ 77 mr

According to Ph. Eur./ »
MaroTs Bignosigatu sumoram €sp. dapm

1549 mg / mr
Conforms / Bignoeigae

Crushing strength /
CTiiKiCTb 10 PO3YABIIOBAHHN

70~-140N/70-140 H

83N/H

Microbiological purity? /
MikpoBionoriuxa wucrora’
(non-aqueous preparations for oral
use) / (HesopHi nikapebki sacobu gns
OpanBHOrO 3aCTOCYBAHHS)

Total aerobic microbial count
{TAMC) / 3aranbha KinbkicTe
aepobuux mikpooprasiamis (TAMC)

Total combined yeasts/moulds
count {TYMC) / 3aransHa kinbkicTs
nnicHsBUX | APHRIVKOBIX rpudis
(TYMC)

Specified micro~organisms /
Cneundiuni MikpoopraHiamu

According to Ph. Eur, /

MatoTs signosigarn sumoram €ep. dapm.

According to Ph Eur./

MaioTb BianosiaaTv Busmoram €sp. @apM..

According to Ph. Eur. /

Maiotb BignosinaTty sumoram €sp. dapm..

Conforms [/ Bignosinae

Conforms / Bignosinae

Conforms / Bignosigae

Testing frequency according to internal routines / 'UactoTa npoeeseHHs BNPOBYBaHHS KOHTPOMICETHCS

BHYTDILWHIM PernameHTom

Page 1/2

Asker Centract Manufacturing AS -
part.of NextPFharma group

Drammensveien 8562
NO-1383 Asker
Notway
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- NextPharma

Batch Quality Certificate for Medical Product/
Ceprudpikar AKoCTi cepil ikapcsKkoro 3acoby

Name of preduct: CALCIUM - D3 NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 50 in vial /
Hassa npopyxry: KANBLIIA-A3 HIKOMEL 3 ANIENLCHAHOBMM CMAKOM, TabneTiu xysanki Ne 50 y dnakoHi

Manufacturing date / [lara surotosnenns: 15.05.2024 Batch number / Cepisn 12513756

Expiry date / Tepmin npugarHocti: 10-2026 Batch size / Posmip cepil: 49.040
Name and position ftitle of person Qualified Person / Date of signature /
authorizing the batch release / Npissmue ta YnosHoBaxeHa ocoba Hara nignucy:
nocana ocobu, sika Bugana £03Bif HA BUNYCK
cepil:

2L AT 2024 !

9—0«(\ N \.\f\\&
Javny !h o, Qualified Person
: Quality Dept.
L Asker Contract Manufacturing AS, Norway

In the case of dlscrepancues or doubt between the English and Ukrainian language, the English version shail
be bmdmg f

Y pasi 6ynb KUK POSBIKHOCTEN abo CyMHIBIB. MK BEPCIAMU GHITHIICHKOIO Ta YKPATHCHKOK MOBaMU, NepesaxHy curny
Ma€e BEPCIR aHmmiicbrkoio MOBOIO.

Page 2/2
Asker Contract Manufacturing AS - ENTERPRISE NO RN ETEE TR s
part of Nex{Pharma group NO 929 107 187 MVA www.nexipharma.corn
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