AEPKABHA CJIVKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMM Y KUIBCHKINA OBJACTI

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

BHCHOBOK
PO AKICTH BBE3€HOT0 B YKpaiHy JTiKapchKoro 3acoly

08.04.2024 Ne 15980/24/1011

KAJIBINN -/13 HIKOMEJ 3 AIEJJbCHHOBHUM CMAKOM

(nafiMeHyBaHHS NiKApCEKOTO 3aco0y 3riaHoe 3 peecTpaniiitim NOCBITYEHH M)
Ta0JeTKH KyBabHi; o 20 TabiaeTox Y $arakoni; no 1 dpaakony B KAPTOHHIiil Kopooi

(thopma Bunycky, nosysaunms, sus MaKYBaHHA JIIKAPCEKOTO 3ac00y)
Homep peecrpaniiinoro nocsiguenns UA/3541/01/01 CTPOK J1ii peecTpauiiinoro moceiguenns 01.01.2099
Cepis nikapcekoro 3acofy Ne 12505678 Kinekicte BBe3enoro nikapeskoro saco6y 23100

Bupobuux Takena AC, Hopaeris

(nafiMeHyBanHa BUpoGHHKA niKapcekoro 3acoby, kpaina HOXOIKeHHS)

Breseno B Vipainy Tosapuero 3 06meskeno10 BinMOBigaNBLHICTIO "ACIHO YKPATHA",
inenr. kox: 42274733

(maiimenyBanns Ta kox 3a CJIPIIOY 10pHAMYHOT 0cobu aGo npiseuie, iM's, o 6aTbKoBi Gizuanoi
ocobu - mianpuemus, i Micue [POKHBAHHA Ta peecTpallifinuii HoMep o6nikoBol KapTKH TUIaTHHKA
nonatkie ao cepis Ta HoMep nacriopra)

IIporoxoa Bisyansnoro konrpomo six 29.03.2024 Ne 0820/1.

3a  pesynbTaTamM  mep:KaBHOro KOHTPOJI0  BCTAHORMNEHO, IO JKApChKHil 3aci6 BeeseHO B Ykpainy 3

,HOTpHMaH HSM BHMOTr 3aKOHOJABCTBA o0 3abe3neueH s AKOCTi JIKapCBKUX 3ac00iE.
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NextPharma

Batch Quality Certificate for Medical Product /
CepTudikar Akoct cepii nikapcbkoro 3acoby

Name of product: CALGIUM —- D; NYCOMED WITH ORANGE FLAVOUR, chewable tabiets Ne 20 in vial / .
Hasea rpoayxty: KANbLYA-03 HIKOME[ 3 ANENLCUHOBIMM CMAKOM, rabrietkm sysansni Ne 20 y thnakou;

Manufacturing date / Jata EMpobHULTBa: 26.09.2023 Batch number / Cepia: 12505678
Expiry date f Tepmin npupatroct: 02-2026 Batch size / Poamip cepif: 40.260

Analysis has been done according to Quality Control Mathods / Ananis BHKGHAHUA ¥ BignogigHocTi o MKS.
Parameters / Specification / Cneundikanis Results / PesynbTatn
HopmaTueHi nokazHmku

Appearance / Onuc Round, white and convex tablets. May have small | Conforms / Bignoeinae
specks, and irregular edges. A small amount of
powder may be present at the bottom of the
bottle. / Kpyrni peoonykni tabnereu Sinoro KONbOpy
Bes oBornoHkM. JonycKkaeTbes HanBHICTL BXpanneHs
Ta reBenvki HepisHOCT! kpais. MoKNMEGIO & HeBenuka
KiNbKICTb NopoLIky Ha gHi thrakoHa.

Identification / IgenTudixauin

Calcium / Kanbuin Positive / MoantueHa peakuis Conforms / Binnosigae
Carbonate / KapGonary Positive {Moautuena peakuin Conforms { Bignosigae
Chelecalciferol / Must compiy / Conforms / Bignosigae
XOﬂSK&ﬂbL[Hd)epOny MakoTh BignoBigaTty eumoram

Assay / Kinokictie Buanaveris

Calcium / Kanbujn 475 ~ 525 mgftablet / 475 — 525 mr/rabn. 503 mg/ tablet / mr/itaBn
Cholecalciferol / 5.0 — 6.0 pgitablet/ 5.0 - 8,0 Mxr/Tabn 5.5 pgftablet / mkriratn
Xonexanbumbepony (200 — 240 Witablet / 200 — 240 MO/ratn)

Uniformity of Content? /
OaropignicTs smicTy ?

Chalecalciferof / According to Ph. Eur. / Conforms / Bignosigae
Xonesansyuncbepony MatoTs Bignopinati eumoram €8p. Papm.

Averages mass / Gepegns maca 1555 myg 277 my /1555 mr + 77 mr 1584 mg / mr
Uniformity of mass / According to Ph. Eur. / Conforms / Bignoeinae
OnnropigHicTs macy MaoTe BiANOBIgaTH BUMOram €8p. dapm

Crushing strength / 70—~ 140 N/70~ 140 H 80N/H

CTifikicTs o posyasnioBaHHA
Microbiological purity™/
Migpobionoriyna upcrora?
{non-agqueous preparations for
oral use} / {Hesoi Nikapceki
3acobu ans opanskoro

3aCTOCYBAHHA)

Total aerobic microblal count According to Ph. Eur. / Conforms / Bignosigae
{TAMC) / 3aranbHa KinkKicTo MaioTb sigrosigats sumoram €8p. Papm.

aepoGHUX MikpoopraHiamis (TAMC)

Total combined yeasts/moulds According to Ph. Eur, / Conforms / Bianosigae
count {TYMC) / 3aransHa MaroTs Bignosigati sumoram €ep. dapwm..

KiNLKICTE nilicHsRMX i ORIHIKOBUX
rpubie (TYMC)

Specified micro-organisms / According to Ph. Eur. | I Conforms / Binnosinae
LCneumpéqu MIKPOOPraHismm MaioTb Bignosinati sumoram €8p. dapu.. |
TTesting frequency according to internal routines / "Macrora NPOBEASHHA BUNPOBYBaHHS KOHTPOMIETLCH
BHYTPILIHIM pernameHTom Page 1/2
Asker Coniract Manufacturing AS = ) ENTERPRISE NO ' T+47 66 76 3030
part of NextPharma group NO 929 107 187 MvA www.nextpharma.com
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NextPharma

Batch Quality Certificate for Medical Product /
Ceprudcbikar sikocTi cepii nikapcbkoro 3acoby

Name of product: CALCIUM - D NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 20 in vial /
Hasea npopykry: KANbUIW-A3 HIKCMER 3 ANENLCUHOBMM CMAKQM, Tabnetku xysanbHi N220 Y conakoni

Manufacturing date / flata surorosncHHs: 26.09.2023 Batch number / Cepis 12505678
Expiry date / Tepmin npugathocTi: 02-2028 Batch size / Poamip cepii: 40.260
Name and position Hitle of person Qualified Person / Date of signature /
authorizing the batch release / Fipiaenwe Ta YnceHosaxeHa ocoba Hara nignucy:
nocana ocobu, sika Buaana fo3sin Ha BUnycK
cepit;

O~ Ot~ NI B

LA / %
Mari Kleppe, Person
Quality Dept.
Asker Contract Manufacturing AS, Norway

in the case of discrepancies or doubt between the English and Ukrainian language, the English versian shall
be kinding /

¥ pazi 6yab-Aknx poaBikHocTen abo cymHiBis Mix BepciaMu aHrNIACBKO Ta YRPATHCHKOKD MOBaMM, NepesaxHy cuny
Mae Bepcis aHMiACKOK MOBOKD.
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NextPharma

CERTIFICATE OF RELEASE AND GMP COMPLIANCEI‘_
CEPTU®IKAT BIANOBIAHOCT! GMP BUMYLWEHOI CEPI

Name of product: CALCIUM ~ D3 NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 20 in vial /
Hazma npoaykry: KANbLIIR-A3 HIKOMEQ 3 ANENBCUHOBUM CMAKOM, TabneTiu xyeanbhi Ne 20 y
dnakoHi

Marketing Authorization: NeUA/3541/01/01 / Peecrpauiiine noceigyeHHs: NelUA/3541/01/01

Strength/Potency: 1 tablet contains calcium carbonate 1250 mg which equivalent 500 mg calcium;
cholecalciferof {vitamin D;) - 5 Kg (200 W), which conforms cholecaiciferol concentrate 2 mg /

Cuna giifAkTuaHiCTs: 1 TaBnetka MicTUTL: kaneyito kapGoHaTty 1250 Mr, Wo eKBiBaneHTHo 500 Mr kansiio,
xonekansuutbepony (Bitaminy D3) — 5 mkr (200 MO), wo eianoeigae XonekansUMgepony KoHUeHTpaTy 2 mr

Package size and type: 20 tablets in vial; 1 vial in carton box/ Poswmip Ta Bug ynakosi: no 20 Tabnetok Yy
nakoHi; no 1 chnakony B KapTOHHIA kopodu|

Dosage form: chewable tablets /
Jlikapcuka dopma; TabneTiu HyBanbHi

Manufacturing date / Jara BUpobHMYTBa: 26.09.2023 Batch number / Cepis: 12505678
Expiry date / Tepmin npugatHocti: 02-2026 Batch size / Poamip cepii:40.260

Manufacturing Authorization name and number:* Asker Contract Manufacturing AS — part of NextPharma
group Ne 22/27628-5

Hassa BupoBHuka i Homep niyenaii:* Ackep KoHtpakT Manydbekuepinr AC — yactusa rpyu KOMNaHii
Hexetdapma Ne 22/27628-5

Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

Appeca BUPpoBHUYOT AinbHUL: [ipammencaeiit 852, HO-1383 Ackep

Country of origin: Norway / Kpaina-BupoBHuk: Hopeeris

Certification statement / 3aapy npo ceptudikaliio:

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/iabeling and quality control at the above mentioned site (s) in fuil
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. / Uum ninTeepmuyto, wWo BUlleBkasaHa iHopmalin € focTosipHolo |
TOuHOR. [laHa cepist npoayKUii BUroToBMEHa (Brmoyauw YNaKkoBKy/MapkysaHHs) | nposeneHui KOHTROML 11
AKOCTI HA  BKA3IHIN AiNbWUL Y nosHil BiANOBIQHOCTI 3 BUMOramu GMP, BcraHoBneHumy MicLieBam

Kpaliu-iMnopTepa uM B focke cneunbikauil Ha npenapar ans ROCTIAKYBAHOIO niKapchKoro sacoby.
MpoTokonu BUpoGHULTEaE, ynakosku Ta aHanizy Gynu NEPETNAHYTI | BCTAHOBNEHO BignoaifHicTs GMP.

Name and position ftitle of persen authorizing the batch release f
[pisBuuie Ta nocapa 0cobu, AKa Braana ao3ein Ha BUNYCK cepii:
Qualified Person /

YnosHosameHa ocoba:

Date of signature / Jara nignucy:

O~ Oct ool 3

/4
e o
A/g';‘ L)Zé%- R
Mari Annf Kfeppe, Quai mrscn

Quality Dapt.
"ﬂi}\f@ét‘r’g’]ﬁﬁé‘}«{ﬁiﬁfway

*Formaer Manufacturing Authorization name and number / MNone W

Takeda AS Ne 9098-2, Drammensveien 852, NO-1383 Asker, Norway /
Takena AC Ne 9098-2, Apammenceeiin 852, HO-1383 Ackep, Hopeeria

In the case of discrepancies or doubt between the English and Ukralnian language, the English version shall be binding /
Y pasi Gyab-sikux poadikHocTeR abo CYMHIBIB MDK BERCIAMI aurnificekon Ta YKDAIHCHKOW MOBaMM, NepeBakHy CUIly Mac pepcia
EHFAFACKKOK MOBGIO.

Asker Contract Manufaciaring AS = " ENTERFRISE NG T+A7TE8 763030
parl of NextPharma group NO 929 107 187 MvA www.nextpharma.com

Drammensveien 852
NO-1383 Asker
Nonway



http://www.tcpdf.org

