NextPharma

CERTIFICATE OF RELEASE AND GMP COMPLIANCE/

CEPTUGIKAT BIOMOBIAHOCTI GMP BUTMYLLEHO! CEPIi
Name of 'prod'uc't":'CALCIyM- D3 NYCOMED FORTE, chewable tablets Ne 60 in vial /
Hazsa nponyrry: KAJ bL{IN-[3 HIKOMED ®OPTE, Tabnetku KysaneHi Ne 60 y dnakowi

M’arketi‘ng Authorization: NeUA/3541/01/02 / Peecrpauiitne OOCBIgYeHHs: NoUA/3541/01/07 | o
Strength/potency: 1 tablet contains caicium carbonate 1250 mg which equivalent 500 mg calcium ,
‘cholecalciferol {vitamin D3) 10ug, (400 1U) in the form of a concentrate of cholecaiciferol 4 mg /
Cuna aii/AxtusHicTs: 1 Tabnerka micTuts Kanbuito kapbonaTy 1250 Mr, wo EKBIRANEHTHO 500 Mr KanbL(io,
Xonekansunepeny (sitamivy 03) — 10 mkr (400 MO) y surnsp; KOHUEHTpaTy xonekanblndepony 4 mr

Package size and type: 60 tablets in vial; 1 vial in carton box / Posmip Ta Bug ynakosku: no 80 T46neTok y
(pnakoHi, o 1 prakoHy 8 KEPTOHHIA Kopobj

Dosage form: chewable tablets / Tlikapcbka cbopma: Tabnerku xysaneHi

Manufacturing date / lata Bupo6GuuLrea: 19.09.2023 Batch number / Cepisi: 12505417
Expiry date / Tepmiv npuaarHocTi: 022626 Batch size / Poamip cepii-41.040

Manufacturing Authorization name and number:* Asker -Contract'Manufa‘cturihg;AS-- part of NextPharrma:
group Ne 22/27628-5

HazBa Bupo6uuka i Homep niuenaii-* Ackep KoHTpakr Manydekuepinr AC ~ YacTuHa rpyny KoMnawi
Hekocrdapma Ne 22/27628-5

Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

AZlpeca BUpoBHUYol AinbHuyi: [lpamMMeHcreiiH 852, HO-1383 Ackep

Country of origin: Norway / Kpaina-supobHuk: Hopeeris

Medicinal Products. The batch processing, packaging and analysis records were reviewed and found
to be in compliance with GMP. | Lum nigreepmiyio, ujo. BUlLIEBKa3aHa iHdopmatlisn e AocToRipHOW |
TOUHOW. faHa cepin npoaykuii BUroTORNEHA (BKAOYAOYNK ynaxkoBry/MapkysaHHs) i npoBegeHui KOHTPONL 1T
AKOCTI Ha BKa3aHii AINbHUYI Y NORHIR BIANOBIAHOCTI 3 BUMOramu GMP, BcraHoBneHuMH MicLeBuM-
PETYNATOPHUM. OpraHOM, a Takox. y BIANOBIQHOCTI 3i cneuntbikauieto, Wo MicTUTECS B PEeECTRaLlitHOMY f0Che
KpEIHU-iMnopTepa 4u B gocke cheludikauih Ha npenapat AnS DOCAIMKYBAHOIO  Flikapckkoro 3acoby.
lpoTokonu eupoBruyTaa, YNAKOBKM Ta aHanisy Synu nepernanyTi i BCTaHOBEHO BIANOBIgHICTL GMP.
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Name and position ftitle of person authorizing the batch release /
Hpissisie Ta nocana ocobu, rka Bnaana nosein Ha BUNYCK cepii;
Qualified Person /

YnoBHoBameHa ocoba’

Date of signature / Hata nignucy:

03O0 ko™ a@v;

e Tjugum, Qualified Persos
Quality Dept.

_-Ask’e'r Contract Manufacturing AS, Norway ]

*Former Manufacturing Authorization name and number / [Nonepeans Hassa BAPoGHUKa Ta rinenais:
Takeda AS Ne 9098-2, Dra mmensveien 852, NO-1383 Asker, Norway /
Takepna AC Ne 9098-2, Apammerceein 852 HO-1383 Ackep, Hopseris

’ ” ““l Ukrainian language, the English version shall be bind ing /
e
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1 the case of discrepancies or doubt b e 'i

Y pasi Syab-axux posbixdocTeid abo CyM# m* i

SRIOK Ta YKPaTHCBKOI MOBaMM, NepesaxHy cuny mae sepcis

SHMIWCBKCI MOBOD,

e e —— PP N TEr Pt N

¥ /o -';' ERPRISENO it TR RS

el /* 928 107 187 MvA ‘www.nextpharma.com

L6 AT TP

Drzmmensveien 85%
NO-1383 Asker
Norway




NextPharma

Batch Quality Certificate for Medicinal Product /
CeprudikaT siKocTi cepii NiKapceKoro 3acoby

Name of product: CALCGIUM- D;
Hasea npogyxry: KANbLUIN-03 Hi

Manufacturing date / Aara BupobGuvyrea 19.08.2023
Expiry date / Tepmin npupnarHocTi: 02-2026

... ... -Analysis has been done accordin

NYCOMED FORTE, chewable tablets Ne 60 in vial
KOME/} OPTE, TabneTku xysansHi Ne 60 vy pnakoHi

Batch number / Cepisi: 12505417
Batch size / Poamip cepii: 41.040

d to Quality Control Methods / Anariis sukoiaHii v sianosigocTi 4o MKS.

Parameters /
HOPMaTUBHI NOKAIHMKM

Specification / Cneuudixauis

Results / PesynptaTn

| Appearance / Onuc

Round, white, uncoated and convex tablets. May
have small specks and irregular edges, A smali
amount of powder may be present at the bottom of
the bottle. / Kpyrni, 6ini, geoonykni Tabnetiu 6e3
oDonoHku; gonyckaeTbes HAABRICTL BXPanneHs. |

HeBeNnUKI HepiBHoCTI kpaiB. MOXNNMBOIO € HeBeMuka

KINBKICTH NOPOLUKY Ha AHI hrakoHa.

Conforms / Bianosigae

!déﬁtiﬁcétioni E,qemﬁébixa_u'i's#. ]

Calcium{ Kansuif

Carbonate/ KapBonar

{ Cholecalciferoi — HPLC f
1 Xonexansuwihepon — BEPX

Positive/ MosuTusHa peakyis
Positive/ MNoavrusna peakLis
Retention time of peaks in the chromatogram of the.

sample solution must correspond the retention time
of the peaks of the standard solution/

Hac yrpumysanns nikie Ha XpOMaTOrpami BunpobyBators |

PO34UHY Mae BIAMOBIAATU YaCy YTPUMYBAHHSR nikis
CTaHfapTHOro PO34UHY.

Conforms / Bianosipas
Conforms / Bignorizae

Conforms / Bignosigae.

Assay / Kinskicue
BU3HAUCHHS
Calcium / Kanbuili
Cholecalciferot /

Xonekaneueposn

475 —~ 528 mgitablet / 475 - 525 mr/rabn

10.0 - 12.0 pgitablet/ 10,0 — 12,0 mxr/radn
(400 - 480 JUttablet / 400 - 480 MO/ra6n)

Uniformity of content! /

{1 Oanopigkicrs BMICTY .

Gholecalciferol /
Xnnexamauudjepony

Accordin'g to Ph.Eur. / MaoTs Bi,qnosi,qam' E.H.MDI'EM
€Bp. Qapnm.

503 myg / tablet / mr/rabn
11.1 pg / tablet/ mkr/tabn

Conforms / Ei.ﬁ,noai,qae

Average mass / Cepéﬁﬁﬁ
Maca

1546 mg 77 mg / 1546 mr £ 77 mr

1543 mg / wr

Uniformity of mass /
CaHopianicts macu

According to Ph.Eur. / [oBuHHI BianOBIAaTY BUMOram

&ep. Papm.

Conforms / Rianosigae

Crushing strength/
CTIRKICTb N0 PO3YaABMNIOBAHHS

70— 140 N/ 70 — 140 H

85 N/H

Microbiofogical purity 1 /
Migkpobionoriusa yucroTa’

According to Ph.Eur.'! [MoBUHHI BiANOBIAATY BUMOram
€8p. dapm,

Conforms / Bignoeigae

'Testing frequency accordin

BHYTDIWHIM PE&FNEMEHTOM, He

g to internal routines / "YacTora n
€ OB0BHBERRMM S TR0 NKHOT cepii.

e e s e
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NextPharma

Batch Quality Certificate for Medical Product /
Ceprudikar sakocri cepii NniKapcbKoro sacoby

Name of product: CALCIUM- Ds NYCOMED FORTE, chewable fabiets Ne80'in vial
Hassa npogykTy: KATTLUIN-N3 HIKOMEJ ®OPTE, tabneTku HMysanbHi Ne 80y dnakori

Manufacturing date / Qara supo6huursa: 19.09.2023 Batch number / Cepin: 12505417

Expiry date / Tepmin npuaarnocTi- 62-2026 Batch size / Poamip cepii: 41.040

Namie and position ftitle of person Qualified Peison / Date of signature /
authorizing o YnoeHoBaxeHa 06063 Hara nignucy:

the batch release / Npizsuwe Ta nocaaa. — i i i

\

0CO0U, sika BuAana 403BiN Ha BUNYCK cepii

.ﬁ O30k 2o 3] MLCW

AN
Ine Tjugum, Quatified Person ‘

- Quatlity Dept.
_Asker Contract Manufacturing AS, Norway )

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

Y pasi Oyab-sxnx posbixHocTel abo CYMHIBIB MiX BEPCISMU aHMNiACLKOI0 Ta YKPATHCLKOK moBamu, NepeBaxHy Cuny mae
BEPCIS BHITACLKOID MOBOIO.,
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o,y
JEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIBCBKIN OBEJIACTI

npos. Ceitnnusoi Hanil, 3, M.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BHCHOBOK
NPo SIKICTH BBE3€HOIo B Ykpainy aikapcbKoro 3aco0y

08.04.2024 Ne 1598372471011

. KAJIBIUN 13 HIKOMEJ ®OPTE
(HafiMeHyBaHHs JiKapCEKOTO 34C0 Oy 3rimHo 3 peecTpauiitaum MOCBIAUCHHSIM)
TAOJIETKH KYBAILNI; No 60 Tabierox y draaxoni; mo 1 drakoHy B xaprouuii KopooLi
(bopma BHMyCcky, AD3YBAHHS, BUJ II2KYBaHHA JIKapCLKOro 3acofy)

Homep peectpaniiiroro mocsinuenns UA/3541701/02 CTPOK. A1l peectpaniiinoro noceinuenns 01.01.2099
‘Cepis sikapceskoro 3aco6y Ne 12505417 KinbKiCTh BBE3EHOTO TKAPCHKOTO 3aco6y 13000

Bupobuux Taxena AC, Hopeerig o
(HaHMeHyYBAHHS BHPOGHUKA JIK2PCHKOTo 3acofy, xpaiHa IXOXOJUKEHHS)

BBesero 8- Vkpaiuy Tosapucrso 3 06mexenolo Bignosizanbnicrio "ACIHO YKPAIHA",
imenr, kou: 42274733

(HaiMeHyBaHRs Ta koR 3a CJIPTIOV FOpHAMHHOI 0cobn abo npisBuUILE, iM'S, 10 GaTLKOB] PI3HYIIO1
0coCH - miAnpuemus, il micie MPOKUBAHHA T4 pCECTPaniHHHA HOMeD 0BNIKOBOT KapTKK IIaTHHKA
MOAATKIB abo cepisg Ta HOMEP NacnopTa)

JMpororon sisyansuore kourponio six 29.03.2024 Ne 0820/4.

34 pesyasratami. ACPKABHOrO  KOHTPOJK) BCTAHOBIEHO, 1{0. MKAPCHKYIE  3acif BEE3CHO & Yxpainy: 3

'.II;OITpHMaHHHM ‘BHMOT 3aKOHOIABCTBA MOLC 3a0e3IeYeHET TKOCT] HIKaPCHKUX 3ac0obis.

Bixtop CTE®KIBCEK M

(iniwians Ta npisestiue)




~ Y
AEPKABHA CHYXBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KUIBCHKIN OBJIACTI

npos. Cermynol Hanii, 3, m.Kuis, 02099, Ten/pake: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €/IPIIOY 37078774

BUCHOBOK
Ipo sIKICTH BEe3eH0To B YKpainy dikapehkoro sacoby

12.12:2023 Ne 57806/23/10

.......... . KAJILHIﬁ ...'H3 HIKOMEﬂ (I) OPTE )

(HﬂﬁﬁEHyﬂaHHH NIKapCEKOro 3acofy 3rimgHo 3 peECTPaLIfHUM ITOCBIIIEHHIM)
Ta0IeTKH XKyBaJbHi 110 60 Taduerok Y paaxoni; mo 1 uiakony B KapTOHHIil Kopo6ui

(popma BunyCKy, HO3yBaHHS, BUJ TIaKYBAHHY JIKApCHEKOT0 3ac00y)
Homep peectpauiiinoro nocsinuenss UA/3541/01/02 CTPOK Ati peectpaniitnoro noceimuenms 01.01.2099
Cepis iKapcekoro 3acofy Ne 12505417 Kunpkicts BBeseHoOro aikapcskoro zacoby 28039

BupobHuK Takena AC, Hopgéris N | -
(HaliMeHyBauHg BHPOBHHKA JIKapCEKOTo 3acoby, kpaiHa NOXOMKCHH)

Beeseno B Vpainy Tosapucrso 3 o6mexenoro Bixnorinaasico "ACIHO YKPAIHA",
ipeHT. koa:. 42274733

(HalimeHyBaHus Ta koj 3a CJIPTIOY KPHAKYHOT 0cOoBM abo npizsuuze, IM'S, 10 BATLKOR] QizHUHO]
0CobH ~ niAnpueMus, ii Micle nposkupanna Ta peecTpauliinuid Homep o6MikoBoi KapTxy IUIATHHKA
IOJIATKIB 260 cepis Ta HoMep nacropTa)

[poTokon sisyaibuore kourpomo six 20.11,2023 Ne 3705/11.
Jlaboparopuuit ananis axocri mikapcskoro 3acoby 3aificHeHmit:
ATl "Uenrpansha naboparopis 3 ananisy skocti MIKAPCHKUX 32C061B | MeuyrOi poyKiiii™

(M.KwuiB, Byn. Kyapsscoka 107 M.Kuis, pyi. Kyapsecbka 8B Kuigchka obnacts, ¢. Hosi ITerpirii,
_Byan. Isana Dpanka, 19)

(HaNMeHYBAHHS Ta MiCLE3HAXO0KEHHY naboparopii, 1o nposena nabopaTopHuil auais aKocTi)

BrcHoBok moxno sxocti nikapckkoro 3acoby, Bunanuit maboparopicio six 08.12.2023 Neo 2375

Pesynsratu NabOPATOPHOTO aHAJI3Y AKOCTI JIKapCBKOTO 3ac06Y 32 NEPEBIPEHUMH TIOKA3HAKaMu BIANOBITAIOTE
BHMOTAM METOIIB KOHTPONIO SKOCTL (aHaTHYHO-HOPMAaTUBHOI JOKYMeEHTAIl1).

3a pe3ynpTaTAMH HePKABHOLO KOHTPOJII0 BCTAHOBMICHO, IO NMiKAPChKUI 33Ci6 BRE3EHO B Yipainy 3.

HAOTPHMANHAM BHMOT 34KOHOJABCTBA 1040 3a0e3MeeHH S AKOCTI IIKApCHKHX 3acobig.




