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HAPKOTUKAMM Y KUIBCBKIN OBJIACTI
npos. CeiTnuuroi Haaii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHUCHOBOK _
PO AKICTL BBE3EHOr0 B YKpainy JikapcbKkoro 3aco0y

04.03.2024 . Ne6512/24/10

KAJIBIIN-I3 HIKOMEJ OCTEO®OPTE

(IIEIHMGH}/BEIHHH niKkapebKoro 3acofy 3rigHo 3 peccTpauliHuM nocm,uqennsm)

TabaeTku KyBajbHi 1o 30 Tabjuerok y gaakoni; no 1 ¢gy1akony B KapTOHHII KopoOui

Bupo6uui Taxena AC, Hopseria

((hopMa BUMYCKY, AO3YBaHHS, BUA ITaKyBaHHS JIKapChKkoro 3acody)

Howmep peectpauiitaoro nocsizuenns UA/12922/01/01 crpox aii peecrpaniitnoro nocsizuenns 01.01.2099

Cepis nikapeskoro 3acofy Ne 12508237 Kinekicts BBe3eHOro Nikapebkoro 3acoby 2600

(HaliMeHyBaHHA BHPOOHHKA mlcapcmqoro 3aco0y, kpaiHa noxo,umeﬂm)

Bsesero B Ypainy ToBapHCTBO 3 06MeKeHOI0 BinnopigaabHicTio "TACIHO YKPAIHA",

iment. wox: 42274733 -

(HaHMGHyBaHHﬂ Ta KOA 34 GEPHOY ropyuauHOT 0coOn abo mpi3BUILE, IM 5, TI0 6aTbKOBI (134 HOI
0co0M - mianpueMLys, 1i Miclie NPOXKUBAHHA Ta PEECTpaLiHMIA HoMep 06JiKOBOT KAPTKM TIATHHKA
[oaTkiB abo cepis Ta HOMEP acrnopTa)

Iporoxon Bisyansuoroe kourponio sin 21.02.2024 Ne 0137/9.

JlaGopaTopHuit aHai3 SKOCTI NiKapCLKOTOo 3aco0y 3aiHCHEH HH:

JIIT "LenTtpansHa JabopaTopis 3 aHami3y SKOCTi JIKapChKUX 3aco0iB i MeuuHOT mpoaykuil"
(m.Kuis, Byn. Kynpsascbka 10r m.Kuis, Byn. Kyapssceka 8B Kuiscbka o6nactsb, ¢. Hosi [leTpisui,

- Byn. Isana ®pavka, 19y

(HaliMeHyBaHHs Ta MiCLE3HAX0LKEHHA nadoparopii, Lo mposea 1abopaTopHuil aHai3 HKOCTI)

BUCHOBOK 11010 sikocT Nikapekkoro 3aco0y, Buaanuii naGopartopiero sin 01.03.2024 Ne 0418
PesysipraTy j1abopaTopHoro ananisy sikocti ikapcbkoro 3aco0y 3a NepeBipeHUMH MOKa3HUKaMH BiANOBIXAOTH
BUMOTAM METOLIB KOHTPOJIIO AKOCTI (@HANITHYHO-HOPMATHUBHOT JOKYMEHTaLlI).

34 pesyibTATAME JIEPKABHONO KOHTPOMIO BCTAHOBNEHO, IUO JiKapchkiH 3aci6 Bmseseno B VYipainy 3
JOTPHMAHHSAM BHMOT 3aKOHOAABCTBA LOA0 3a0€3MeUEHHS AKOCTI JIiKapChbKHX 3aco6iB.

_ ._.,K - A._..___
oo TA KA

NQ\HHH

’3':‘:' 5 :'=:




A A A

e el 8 el et e € AR At R 2 P Py ety e A e )

JIEPKABHA CJIYXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCBKIN OBJIACTI

npoB. Ceitnuynoi Hagii, 3, m.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €APIIOY 37078774

npo SIKICTH BB€3€HOI'0 B YKpaIHy.ﬂlKapcBKOFOSaCO6y

06.03.2024 Ne 8956/24/10T1

KAJIBIIA-13 HIKOMEJ OCTEO®OPTE

(HaliMEHYBaHHA NiKApCBKOTO 3aco0y 3riaHO 3 peecTpalliitHuM HOCBIHHBHHHM)

Ta0aeTKM XKyBaibHi o 30 TadneTok y dJiakoni; mo 1 ¢pyiakony B KapTOHHI# KopoOui

f'I?I*{qams' '

(opMa BUNYCKY, KO3YBaHHA, BUA NAKyBaHHs JIKApCbKOro 3acoby)
Homep peectpauitinoro nocsinuenns UA/12922/01/01 crpox il peectpauitinoro nocsinuenns 01.01.2099
Cepisi nikapebkoro 3acoby Ne 12508237 Kinskicrs BBe3eHOro Nikapeskoro 3acoby 10799

BupoOuuK Taxena AC, Hopseris
| (HaMEHYBAHHSI BHpOﬁHHI{a nucapcwom 3a006y, KpalHa IOXO/PKEHHS)

BaeseHo B YkpaiHy Tosapuerso 3 oomesxenoro BinmoBinanbuictio "ACIHO VKPAIHA",
inenr. wox: 42274733 -

(HameHyBaHHﬂ ta koz 3a €IPTIOV 1opnanyHoi ocobu abo npissulLe, IM'1, 0O 6::1'1’51(0131 (lnawmm
0co0H - TAMPUEML, {1 MICLIE [IPOXKUBAHHS T2 peempaumr—mn HoMep 00JIKOBOT KAPTKHU MNIaTHUKA
[moAaTkis abo cepis Ta HOMEp MacnopTa)

Iporokoa BisyasnsHoro kourpomo six 27.02.2024 Ne 0309/10.

3a pesyJbTaTaMH JEPKABHOrO KOHTPOIO BCTAHOBIEHO, MO Jikapchkui 3aci6  BBeseHo B YkpalHy 3

NOTPHUMAHHSIM BHMOT 3aKOHONABCTBA 100 3a6e3nedenHs skocTi JMikapebkrX 3aco6iB.
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YnosHosaxeHa ocoba:
Date of signature / [ara nignucy:

CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTU®IKAT BIAMOBIAHOCTI GMP BUTMYLWEHOI CEPII

Name of product: CALCIUM — D3 NYCOMED OSTEQFORTE, chewable tablets N230 in vial/
Hassa npoayicry: KANbLINA-A3 HIKOMEL OCTEO®OPTE, tabneTku xysanbHi N 30 y dhnakoHi

Marketing Authorization: NeUA/12922/01/01 / Peecrpaujiviie noceiguennts: NeUA/12922/01/01
Strength/potency: 1 tablet contains calcium carbonate 2500 mg which equivalent 1000 mg calcium,
cholecalciferol {vitamin D3} 20ug, (800 U} in the form of a concentrate of cholecalciferol 8 mg /

Cuna gilfAkrusHicTs: 1 TabneTka MicTuTh. Kanbililo kapbonary 2500 mr, wo exsisanerTHo 1000 Mr KanbLiio,

xonexansindepony (siramivy 43) — 20 mxr (800 MO) y Burnsifli KoHUeHTPaTY Xonexkankiumcepony 8 mr

Package size and type: 30 tablets in vial; 1 vial in carton box /
Posmip Ta Bug ynakosim: no 30 Tabnetok y drakoni; no 1 pnakoHy 8 KapTOHHIA KOPOBL
Dosage form: chewable tablets / Jlikapceka opma: TabneTkun xysarbHi

Manufacturing date / [lara supoBunurea; 30.11.2023 Batch number / Cepia: 12508237
Expiry date / Tepuin npuaarHocTi: 04-2026 Batch size / Poamip cepii: 13.400

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

Hassa BUpOOHUKa | HOMep NiLeH3ilt™ Ackep KoMtpakT MasydekuepiHr AC — YacTvHa rpynu KoMnaHii
Hekcrdapma Ng 23/22156-13

Manufacturing Sites: Drammensveien 852, NO-1383 Asker /
Appeca BUpobH®YOT ginwruyi: [pammerceend 852, HO-1383 Ackep
Country of origin: Norway / Kpaira-supoouuk: Hopaeris

Certification statement / 3assa npo ceprudikalli:

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and guality 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 nigresepmxyto, 140 BULesKaszaHa iﬂmopmauiﬁ € LOCTOBIPHOIO |

TouHOI0. [laHa cepist npoaykuil BUroToBNEHa (BKITOUAKUM YIakoBKy/MapKyBaHHs) | NPOBEAESHUA KOHTPONb if

AKOCTI H& BKa3aHiA JinbHuUl ¥ noeHil signosigHocTi 3 Bumoramu GMP, BCTaHOBREHMMM MicLieBUM
PErysIaTOPHNM OprasomM, & TakoX y BIZANOBIAHOCTI 3i crneundikalieto, o MICTUTLCH B PEECTPALIMHOMY J0CkE
Kpamu-IMrnoprepa Y 8 A0Che crieuyubikauiin Ha npenapar 4ns A0CHIDKYBAHOrO NikapchLKoro 3acoby.
TlpoTokonu BupoBHUUTBE, YNakoBKK Ta aHanisy Gynu nepernsiiyTi i BCraxosneHo BignosigricTs. GMP,

Name and position /title of person authorizing the batch release /. | n
Mpiseue Ta nocaga ocodu, ska BUAaNa JO3BIN Ha BANYCK cepil’ ] NN
Qualified Person / /{< D‘fﬁ ?ﬁ‘? ;b& } *3-1-” |

e Tiugum, Quaidiesd Porsy
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*Former Manufacturing Authorization name and number / IonepeaHs Hasga BupobHMKa Ta nileHsis:

Takeda AS Ne 9098-2, Drammensveien 852, NO-1383 Asker, Norway /

Takepa AGC Ne 9008-2, OpammerceenH 852, HO-1383 Ackep, Hopseerist

y pasi Gy,nbnm-:mx posﬁmomew abo cy ' e B kY
aHINIHCHKOIO MOBOIO, .

T -+47 66 76 30 30
www. nexipharma.com

A '*I\E’f {. f”'ﬂ:’;l( ! ['\jsdnuf 1(;1'“”“(; r'\\_: s '~ or
part of NextPharma group -

Drammensveien 852
NO-1383 Asker
Norway
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Batch Quality Certificate for Medicinal Product/
Ceprudixat skocTi cepil nikapcbkoro 3acody

Name of product: CALCIUM — Ds NYCOMED OSTEOFORTE,ch ewable tablats N30 in vial
Hassa npoayiry: KAJTbLIA-O3 HIKOMEL OCTEO®OPTE, Tabnetkn xysansHi Ne 30 y driakoH

Batch number / Cepis: 12508237

Manufacturing date / fiara supobuuirea: 30.11.2023 1250823
Batch size / Poamip cepii: 13.400

Expiry date [ Tepwin npupardocri: 04.2026

-------

Parameters /
| __I:I_c___)____wa'mayi MOKA3ZHUKY

Speciﬂucaﬁon}Cneqmpmaum N

Pe3ynbLraTi

“Appearance /

1 Onue

amount of powder may be present at the bottom
of the bottle. / ) ._ |
Kpyri, 6ini, nsoonykni Tabnetkn OGes obonoHikw;
| DONYCKAETLCH HasiBHiCTh  BKparnnesk Ta  Hesenuki |
- HepisHocTi Kpaie. MOXIIHBO & HASIBHICTL HeBenuKol

Conforms /
Bigrosifae

Kaptouary (€sp. dapm., TecT b)

["Tdentification / lnermvdixauist |

Calcium (Ph.Eur., test b) / Kanbuio
| {(€8p. dapm., Tect b)

Carbonate (Ph.Eur., test b}/

Cholecalciferol — HPLC /

Xonekansiydepony ~ BEPX

1 Positive / NosuryeHa peaxuis

|

Positive / MNosnTusHa peakuis

I Retention time of maln peak in the chromatogram |

{ retention time of the peak in the chromatogram of

| the standard solution/ |
| Mac yTpumyBaHHs OCHOBHOrO fnika Ha xpomarorpami |

of the sample solution must correspond the

BUNpoBYBaHOro  posuKuHy Mae  Blanosigartu  dacy
CYTPUMYBaHHS TMiKa Ha xpomarorpami CraHnapTHOro
POBUNHY.

........ A TPV IR T TP A TR FET ] Ak " e

{ Conformis /

Bignosiae

Conforms /
Binnoeinae

Conforms /
Biznosiaae

Assay / KinskicHe BUSHAUSHHS:
Calcium - Titrimetric method /
Karsuid— TuTpumMeTpuuHnin MeToa

Cholecalciferol HPLC/
Xonekansundepon- BEPX

850 — 1050 mg/tablet / 950 — 1050 mr/rabri

20.0 ~ 24.0 ugltablet / 20,0 — 24,0 mKr/Tabn
{800 - 960 IU/tablet / 800 - 860 MO/rabn)

| 1006 mg / tablet
| wMriTadn.

| 22,1 pg/tablet/

mkrfrabn

autyttgtut i L b Bl i et 1 - Wyvry AT Y

1 Uniformity of content/
| OoHORIAHICTE J4030BAHUX O4NHULIL
| Cholecalciferol -~ HPLG /

| Xonekaneumepony—- BEFX

| Conforms /

| Bignoeigae

| Average mass/ CepefHa Maca

: - Uniformity of mass /

According to Ph.Eur. / [MosuHRi sianosipamm
puMoram €8p. dapu

----------

3098 mg / wr

- Conforms /

| Bipnosinae

part of NexiPharma group

Drarnmensveien 852
NO-1383 Asker
Norway

420 — 200 N/ 120 — 200 H

140 N/ H

B s it e R AR B N n RNy
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¥ AT 676 30 30
www. hextpharma.com
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Name of product: CALCIUM s NYCOMED OSTEOFORTE, chewable tablets N230 in vial

HMazea npoayxry: KASBUIA-A3 HIKOMEL OCTEQ®OPTE, TabneTku xysanbki NG 30 y hnakoHi

Manufacturing date / ara supobuunursa: 30.11.2023

Expiry date / Tepmin npuparsocri: 04.2026

Batch number / Cepis: 12508237

Batch size / Poamip cepil: 13.400

[ Microbiological purity! /

MikpoBionoriyaa uncroral/
TAMC

TYMG

Escherichia coli

1 .

Not more than 10° CFU/g | He Ginbwe Hik 10° KYO/r
Not more than 102 CFU/g / ne Ginslue Hix 102 KYO/r

Absent in 1 g/ Bincyrhicte/r

Conforms / Binnosinae |

...............................................

Ty

1Controlled according to internal test program, perform for every 10th batch / "Tecr, 1o KOHTPOIOETHCH

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

Ta nocapa ocobu, sKka BuAana [o3sin Ha

BUNYCK cepil:

A4 Do 202 Aas xM

BRYTPILUHIM DBITaMEHTOM, POBOANTLCH Ha KOXKHIN 10-7 cepil,

Qualified Person /

Ine Togurm, Qualified Person
Cruality Dent,
| Asker Cortract Marulaciuring AS, f‘*}(*rf‘u‘.hf‘i‘,!

e P S AR T T
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Date of signature /
Hata nipnvey:

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

he binding /

Y pasi Byab-skux poaBixrocTed abo cymMHiBiB MiX BEPCIAMYU BHITIACHKOID T8 YKPATHCLKOIO MOBAMK, NEPeBaXHY CUIy Mae

BEpCIs aHrminchLKoK MOBOIO.

apprd gy g b rn bk bk d T s e e L T T P Y ™Y

.At-.kur G‘Ontra t Mamﬂastunng AE: =
part of NextPharma group

Praramensveien 8662
NO-1383 Asker
Norway

NO 928 107 187 MVA

TT+4766 76 30 3()
www.nextpharma.com

Conforms / Bignosigae |

- Conforms / Bignosigae |




