F Takeda
CERTIFICATE OF RELEASE AND GMP COMPLIANCEI
CEPTNOUKAT COOTBETCTBUR GMP Bbl{'l‘/UJ,EHHDﬁ CEPUIA

Name of product: CALCIUM- D; NYCOMED FORTE, chewable tablets Ne30 in vial / Hassanue npogyxra:
KANbLWIA-As HUIKOME] ®OPTE, Tabnetku xesatensHue N30 so tbnakone

Marketing Authorization: NeUA/3541/03/02 / Peructpsunonnoe CRUASTENLCTBO NQUA/3541/01/02

Strength/potency: 1 tablet contains calciurn carbonate 1250 mg which equivalent 500 mg calcium , cholecalciferal
(vitamin D) 10ug, {400 1U) in the form of a concentrate of cholecalciferol 4 mg

/ Boza/Copepmanue aencrsyiowux selecrs: 1 Tabnerka COARPMUT: KabUMit kapBoraT 1250 mMr, UTO JKBMBANENTHO
500 mr kanbuun, Xonexkansumtepona [sutamiia fg) - 10 smur {400 ME) B BUAL KOHUSHTPATA Xanekansuvdepona
4 wMr

Package size and type: 30 tablets in vial; 1 vial in carton box { Pasmap u Bz ynakosiw: no 30 Tabnerok
BO (hniakoHe; 1o 1 anakoHy B KapTOHHOR KopoBke '

Dosage form: chewable tablets / [lekapcroenHas dopma; TabneTk HeEaTeNbHuIR

Manufacturing date / Jata npoussogctea: 11.06.2020 Batch number / Cepua:11896181
Expiry date / Cpok rogHocTy: 11-2022 Batch size / Pasmep cepuu: 26.940

Manufacturing Authorization name and number; Takeda AS Ne 9098-2/

HaigaHue npousBoaAMTENA H HOMEP NHLEBHIWK: Takena AC Ne 8098-2

Manufacturing Sites: Drammensveien 852, NO-1383 Asker/

Anpec NPOMIBOOCTEEHHON NNOILATKH: Apammerceenn 852, HO-1383 Ackep

Country of origin: Norway / CtpaHa-npoussoautens: Hopeerns

Certification statement / 3asaneHue o cepTuuRaLnM:

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, inciuding packaging/labeling and quality controf at the above mentioned sita {8} in full
compliance with the GMP requiremenis of the local Regulatory Autharity 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. | 3tuwm NOATBEPHKAZIR, HTO BhLILIEYKAIAHHAS WHPOPMELIMA FEIAETCH
AOCTOBEPHOIR W TOYHOK, [JaHHAn cepua NPOAYKUWA npousBedeHa (Dmouas YNAKOBKY/MAPKMPOBKY) W
MPOBELCH KOHTPOML €& KAYBCTBA Ha YKA3BHHOM YYACTKE B NONHOM COOTEETCTEWW & TpeGoBaHuamMu GMP,
YCTHOBNEHHSIMA  MECTHLIM  PEryNATOPHBIM OPraHOM, @ TakKe B COOTBETCTBUM €O cnelntukaume,
COAEPXALUBHCA B PErUCTPALMOHHOM [OCLE CTPAHLI-MMIOPTAPA UMM B 4CCHE cneunukaLmuid Ha npenapar
ANA MCCNBYeMOro NeKapeTBeHHOro cpeacTsa. [poToKONbI NPOWIBOACTES, YNakosd W avamnuaa Goinw
NepECMOTPEeHb! M YCTaHOBNEeHO cooTaeTeTane GMP,
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In the case of discrapancies or doubt between the English and Russian language, the English version shall be binding |
B criyvan HOTHNKHOESHUA PACXOKALH WA MOX/y AHINMACKMM W PYCCKMM TRSTAMM, BHITIMACKAR BEPCHR VIMOET NPMOPUTET
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Batch Quality Certificate for Medicinal Product /
CepTudmraT ka4ecTsa Cepun NeKapCTBEHHOO CpeacTaa

C Takeda

Name of product: CALCIUM- Ds NYCOMED FORTE, chewable tablets Ne30 in vial
Hassanve npoaysra:  KANbLMA-; HUKOMEL $OPTE, rabnetiu xesartensisie Ne30 so thnakoxe

Manufacturing date / lata npoussopcmea; 11.06.2020  Batch number
Expiry date / Cpox roaHoctu: 11-2022

Analysis has been done according

! Cepun: 11896181

Batch size / Pasmep cepuu: 26.940

to Quality Contral Methods ! Ananus Buirionied B £00TBETCTEUM ¢ MKK

; Parametars / Specification / Cneunduxauus Results / Pesynsrtam
HopwMaruenbie noxasarenu
Appearance / Onucayue ‘Round, white, uncoated and convex tabists. Conforms / Coorestcrayer

May have small specks and irregular edges. A
small amount of powder may be presernt at the
bottom of the bottle. / Kpyrnuie, Gere,
ABORKOBLINYKNEI TabreTkin 663 oBonoukw;
ADNYCKAETCH HanWune skpannesudt u nebonisme
HEPARHOCTY KPade. Bosmoxno nebBorkwoe
KOMUYECTBO NOPOLUKS HA AHE (ORSKOHA.

Tdentifiention/ Haearudusaung

Calcium/ Kauuussi

Positive/ Tlommurcibnan peakiges

Conforms / Cooraercrayer

Carbonate! Kap8onar Positive/ Tlonommrentnus peakups Conforms / Cootastcrayer
Choleealeiferal - HPLC/ Retention ime of peaks in the chromatogram of the | Conforms / Coorsercrayer
Xonessauundepon — BYIKX sample solution must correspond e ritention Hme

of the peaks of the standard solution/

Bpess yAepAHisiHES THKOR Ha XPOMATOIPaMME

HCITHECYEMOID PACTBODY AONKED COOTBETTTBORYT

BOUMORR YACPKUBHEHS TIHION CTANMUpTION pacIsopa
Assay / KonwiecTserHDE
onpenenexmne
Calcium ! Kanwiyn 475 - 525 mgftablet /] 475 — 525 mrhraén 500 myg / tablet / mritaby;

Cholecalciferol / Xonexansumdepon

10.0 - 12.0 pgftablet / 10,0 - 12,0 mxr/radn
(400 ~ 430 Witablst / 400 ~ 480 MEfratn)

11.0 pg / tablet ! mxrirabn

Uniformity of content? / According to Ph.Eur. / [Jorokz: | Conforms / Cootsercrayer
OpnopoarHocts copepxasust cooTBeTCTRCEATL TPRboBaHUAM Erp. Dapm, :

Cholecalciferol /

Xonekansundepona

Average mass / Cpearns macca 1546 mgE 77 mg /1548 mr = 77 mr 1554 mg /wr

Uniformity of mass /
OpHopogHocTL Macco!

According to Ph.Eur. / Jormaimn

cooTReTCTROBATE TPelonanuam Eap. Dapm.

Conforms/ Cooteetcsyer

Crushing strength/
Croivoers K pasnasrinaanus

70~140 N/ 70 - 140 H

86N/H

Microbiological purity 7 /
MukpoBuonoruueckan uscTora !

According to Ph.Eur. / Jonxwbl
COUTEETCTEOBATE TREboBaHUAM Esp. Dapm.

Conforms / Cooraercrayer

' Testing frequency according to Internal routines / Tecr,
PETNAMEHTOM, BLINGIIHABTCR NEPUOAVNECIH, HE RBNNRACE ob!
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{Takedah

Batch Quality Certificate for Medicinal Product /
CepTudukaT KauecTsa cepun nekapcTBeHHAro cpeacraa

Name of product: CALCIUM- D3 NYCOMED FORTE, chewable tablets Ne30 in vial
Haseauue npogyxra:  KANTbLUA-I, HUKOMEL ®OPTE, Tabnetkv xesarenbibie Ne30 so tbnakoHe

Manufacturing date / fara npasasoacrea 11.06.2020 Batch number / Cepun: 11896181
Expiry date / Cpok roanocTi 11-2022 Batch size / Paamep cepi: 26.940
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:

Name and position /itle of person Qualified Person / Date of signature /
authorizing Ynonxomouentoe nuuo Rava noganeu:

the batch releass / ¢Camiinus n LOMNKHOCTL

NULA, BLUEBLLETO PA3Pewenne Ha BaINYCK

cepuu

In the case of discrepancies or doubt betwean the English and Russian language, the English version
shall be binding /

B criyuae BOaHUKHOBEHUA packoxaenuit nuba HEACHOCTEH MEXAY AHITHRCKUM M pycCKum TEKCTAMU, SHFNUHCKaN
BEPCHA NMEET NPUOPUTET
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JEPXJIOKCIIYXBA YKPATHU
AEPXKABHA CJIOYXBA 3 J'ITKAPCI)K]@X 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMUM ¥ KHMIBCBKIM OBJIACTI
npocniekt Banepis Jlobanoscskoro, 51, m. Kuis, 03110, ten/daxe: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €APLIOY 37078774

BHCIIOBOK
Npo UKiCTH BBE3EHOro B YKpainy Jikapcbroro 3acoby

25.08.2020 : - Ne41035/20/10

KAJIBIIH -13 HIKOMEJ, ©®OPTE

(HaltMeHYBAHHA TiKAPCHKOro 3400y 3TN0 3 PECCTPRIINMM NOCBIIMEHHIM)
TadJeTKH XKyRaabHi; 1o 30 rabnerox y durtaxonis no 1 gurakony B kapTommuil xopobii
(hopma BrIycKy, 203YDALILY, BHI IAKYBAHEA NIKGPCHKONL SHCOGY)

- Homep peecrpauiivoro nocsinuerns UA/3541/01/02 crpox nif pecerpaujitoro nocaigucans 01.01.2099
Cepis nikapenkoro sacofy Ne 11896181 KinsxicTs BBE36HOTO NiKapeskoro sacoby 26940

BupoGHuk Takena AC, Hopneris
(nafimenypariig BHpOGHMKA NiikapcsKkoro 3acaby, KpalHa NoXomKenHs)

Baeaeno B Vipainy Tosapucrso 3 06Mexen010 BianosigansnicTio "ACIHO YKPAIHA",
igenr, kou: 42274733
(nativenypanns Ta koa 33 €JPTIIOY 1opuiunsnoi vcobu abo npiseuiie, iM'A, 1o 6aTrkoD] GlInIHO]

ocoBu - nianprcvus, it Micue NpoxKAEaNEA Ta peecTpanifinvil Homep oGnikoBol KAPTEH IRATHIKY:
uouarkin 360 copis Ta woMep nacnopra)

TIpoTokon Bizyansnoro konrpomo sin 14.08.2020 N 2598/1.

3a pe3ynbTATAMH JICPKHBHOIO KOHTROMO BCTAHOBJGHO, WO Jikapcekuit 3aci6  BecscHo & Yipaigy 3

AOTPHMAaHHAM _BUMOT 32aKOIOABCTBA WOJQ 3a0C3NCHCHHEN AKOCT] nikapchLKHX 3acobin.
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