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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUDIKAT BIANOBIAHOCTI GMP BUMYWEHO! CEPII

Name of product: CALCIUM - D3 NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 50 in vial /
Haszsa npoayKry: KATNBbLIA-A3 HIKOME] 3 ANENBCUHOBYM CMAKOM, Tabnerii wysansHi Ne 50 Y
DONAKoHL

Marketing Authorization: NeUA/3541/01/01 / PeecTpauinte noceinuerHs; NeUA/ 3541/01/01

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

Cuna aiifAxTupHicTs: 1 raBneTka MICTUTh: Karibuiio kapBonary 1250 Mr, Lo sxpipanexTHo 500 Mr KanbLuio,
xorexanbungepony (BiTAMIHY D3) -5 wmkr (200 MO), wo BiANOBIAGE xonexkansyupepony KOHLIEHTPATY 2 Ml

Package size and type: 50 tablets in vial: 1 vial in carton wox [ Posmip Ta Bl ynakoBkw: No 50 TabneToky
dnaroti; no 1 naxoHy B KADTOHHIA kKopoOLll

Dosage form: chewable tablets/
flikapcbka thopma: TabneTkn WyBarhHi

Manufacturing date / fjata pupobHNLTBA! 04.09.2023 Batch number / Cepisiz 12 5048173
Expiry date / Tepmid npupatHocti: 02-2026 Batch size / Poamip cepii: 44.800

Manufacturing Authorization name and number” -AskerCOntractManufacturmg AS — part of NextPharma
group N2 22[27628-5

- ®

Haspa BupoOGHUKa | HOMED miueHsin® Ackep KoHTpakT MaHyd:)emepiHr AC - yacTuHa rpynu KoMnaHin
Hekerdapma Ne 22/27628-5

Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

Appeca BUPOGHKHOI AirbHALL [IpammeHcBenH 852, HO-1383 Ackep

Country of origin: Norway | Kpaina-BUpOOHUI: HopBeris

Certification statement / JasBa npo ceprudikauio: o __
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 full
compliance with the GWIP requirements of the local Regulatory Authority and with the specifications
in the Marketing Authorization of the importing country or product specificaﬁon-ﬁle‘for investigational
Medicinal Products. The hatch processing, packaging and analysis records were reviewed and found

to be in___-campliame with GMP. / Lium niprsepidxyto, L0 BuUlLEeBKa3aHa iHdopmatlist € [OCTORIPHOK |
rounow. JaHa cepis pOAYKUIT BArQTORNEHE (BRIMOMAOHN yna'koawfmapxyaal—mﬂ) i nposeneHiA KoHTPOAL i

GROCT] Ha BKa3aHii AnbHrALL Y MOBHI BignosigHoCcT! 3 sumoramy  GMP, BOTAHOBNEHMMU  MICUEBUM
pErynsiTopHinM Oprasom, & TaKkox y BiANOBIHOCT! 31 cneuudikauier, o MICTUTLCS B PEECTRALIAHOMY AOCHE

L 4

(paikmM-iMnopTepa 41 B JAOCHE crieumdikauin wa npenapar A NOCTIPKYBAHOrO  JIKAPCHKOTY 3aco0y.
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YrosHoBaxeHa ocoda: %
Date of signature / Nara nipnncy. |
*Former Manufacturing Authorization name and number / Monepenns Ha3ga BUPOBHUKE Ta FLEH3Is:

Takeda AS Ne 8098-2, Drammensveien 852, NO-1383 Asker, Norway /
Taxepa AC Ne 9098-2, [IpamMmeHcBeitt 892, HO-1383 Ackep, Hopserist

In the case of discre pancies or doubt between the English and Ukrainian language, the
Y paai Byfb-sSiKNX poabixHoCTEN aB0o CyMHIBIB MDK BepciaMY axrmiicbkow 7a YKPATHCLKOIO MOB3
AHTIIACKHKOIO MOBOH. I/ &

Anber Conract Manulactunng AS - ENTERPRISE NO
part of NextPharma group NO 929 107 187 MVA

Dramimensveisn 89
NO-1383 Asker
Norway




Batch Quality Certificate for Medical Product/
Ceprudikar skocTi cepil NKapebroro zacoly

Name of product: CALGIUM — Ds NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 50 in vial/
Haszga npoaykry. KANBLIN-O03 HIKOMEZ 3 ANESNTLCUHOBYM CMAKOM, TaBreTku xysanbHi Ne 50 y (hraKoH
Manufacturing date [ lata supobruursa: 04.09.2023 Batch number / Cepis: 12504813
Expiry date / Tepmid NPUAATHOCTL: (022026 Batch size / Paawmip cepil; 44.800

 Analysis has been done according to Quality Control Methods | Auarnis sukoHanwit y sianosigHocTi Ao MKF.

S

Parameters / “Specification ! Creyudikauis | Results / Pesynbrat

HopmaTugHi NOKE3HMKK |
| Appearance / Onuc Round, white and convex tablets. May have
1 | small specks, and irregular edges. A small
amount of powder may be present at the
bottom of the bottle. / Kpyrai ABOONYKI
rabnetiu BIRoro KonbLopy 6es 0boNoHKX.

| NoryckaeTbes HASBHICTL BKpANIESHL Ta

| wesenuki HepisHoCTi kpais, MOXMBOK € |
| Hesenvka KinbKicT, NOPOLIKY Ha awWi onakora, |

Conforms / Bianosigae ]

T byt - g

Mdentification [ lnenTudikalis
Calcium / Kansuio Positive ! MoauTuBHa peakuyis Conforms / Bignosipae

Carbonate { Kapbonaty | Positive / (losuTNBHA pPeaKUis - Conforms | Bignoginae

| Cholecalciferol / Xonekansuudepony | pMust comply / - Conforms / Bignosinac
1 MaTb BiAnoBIiaaTH BUMOram |

“Assay | KinbKicre BUBHAUGHHS
Calcium [ Kanbuiio 475 - 525 myltablet | 475 ~ 525 mr/rabn. 499 mgl tablet / mr/Tadn

{ Cholecalciferol / Yonekansuudepony | 8.0 - 6.0 pgltablet/ 5,0 — 6,0 mKr/radn | 5,6 pgltablet/ i/ radn
| (200~ 240 [U/tablet / 200 — 240 MOfrabn) |

LV wrr oy v i, vy = ¥ , kPP et Rl Wur—-i.}'_" VR ’ jerieargty A e ity ; P TR Tt e

PR

“Uniformity of Content! /
OatopianicTs BmicTy ?

Cholecalciferol / Xorekaneimdepony According to Ph. Eur. / | | Conforms [ Binnosinae
MaTh sianosiaar BuMoram Cap. dapm. 1
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Average mass | CepepHs Maca 14555 mg £ 77 mg / 1555 mr £ 77 Mr

- Uniformity of mass / QpHOopIAHICTD According to Ph. Eur./ | Conforms / Bignogipae
Macu MaioTh BIANOBIAATH guMoram oep. dapum
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Microbiological purity’ /
MikpoBionoriuna umeToTa’
{non-agueocus preparations for oral
| use) / {HesOnH rikapcbki 3acobun Ans
- ODANLHOIO 3aCTOCYBANHS) i - Bl | gV
| Total aercbic microbial count | According to Ph. ERZ 2\ .
| {(TAMC) f SarancHa KiNbKICTE MaioTb BianoBisaT XN
aepoBHUX MIKPOOPraHismis (TAMC)

w s & Conforms / Bignosinae

Total combined yeasts/moulds According to Ph. Eur. | NQo¥0,90-0¥ 24 Conforms / Bignosisae
| count (TYMC)/ 3aranena KinbkicTb MaioTh BIANOBIAATH BUMOTAM SEE-=haiM. .
ARICHABUX | APDKIPKOBIX FproIB |

1 {TYMC)

Gpecified micro-organisms f | 'ﬁ(ﬁéﬁrdiﬁg'tbph; Eur. /
| Creupncivu MiKpoopraHismu MatoTs BIANOBIAATH BUMOTaMm ECep. dapm.. |

——

Canforms / Bignosigae

TTesting frequency according to internal e TTUacTOTa NPOBEASHHA BUNPOBYBAHHS KOHTPOMMOETLCS
BHYTPILLKIM pernamMedToM Page 1/2

TUERTERPRENG T T 66 7
part of NextPharma group NO 029 107 187 MVA wWW. nextphiarma.con

Drammensveien 852 I;Q‘Cﬁ (WJ\’{{&U Ul L{ €

NO-1383 Asker s
\ N 4} | gy - P
Qﬁ\}& Q6 © Q\ (A

Norway

3 30 30




ti O A
i P T R e
SR W AN e T

e A

e LR A TR TR 2 AN
ErTr %\ A Gl e TR N AV R 4
g

. .
%ﬁtﬁmﬁﬂ;@,ma;z.:q:;:s;m‘rm:aat{ ciTpeea et 7

Batch Quality Certificate for Medical Product /
Cepruditar skocTi cepli nikapcLKore 3aco00y

Name of product: CALCIUM ~ D NYCOMED WITH ORANGE FLAVOUR, chewable tablets Ne 50 in vial/
Hassa npoaykry: KANbUIV-[3 HIKOMELD 3 ANENLCUHOBM CMAKOM. tabrieTku xysanbhi Ng 50y hnakoHi

Manufacturing date / [1aTa BUrOTOBIEHHSA. 04.09.2023 Batch number / Cepia 12504813
Expiry date / Tepmin MpuaaTHoOCTE 02-2026 Batch size | Poamip cepii: 44.800

Name and position ftitle of person Qualified Person / Date of signature |
authorizing the batch release ! Mpizsuie T4 YnosHoBaxeHa ocoba [ara nignucy.
nocana ocobu, FKa Buaana J03sin Ha BunycK

cepi'i‘: ngmwmmmmwmwmmwmmw@«mmwMﬂmmm%wmwmmﬁ

o

%

; il 1
- E%?, {; ﬁg;? ki} L Sy WAL ‘%"‘*‘*”‘ | Vs
Ine Tuga, Osalified Person
ality Dept.
L Asker Dontract Manufactudng AS, Norway

e A

iy

W

o uwWﬁwm W

s, £ e S AR AR 22 R AR R W%WMMWWMMM mwxmwﬂwﬁ"

in the case of discrepancies or doubt between the English and Ukrainian language, the English version shail
he hinding /

Y pasi Oyib-siKuxX posbbkHocTen abo CyMHIBIB MDK BEPCIAMU AHFMIRCHKOID Ta YKPATHCHKOK MOB3MU, MepeBakHy cuny
Mae Bepcis aHrninceKoio MOoBOIO,
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Aokes Contract Manufacturing AS - ENTERPRISE NO T +47 66 76 30 30
part of NexiPharma group NO G20 107 187 MVA www.haxtphiarnia,com

Drammensveien 852
NO-1383 Asker
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