| Takedea
CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUDUKAT COOTBETCTBMA GMP BEINYILEHHON CEPUN

Name of product: CALCIUM- D3 NYCOMED FORTE, chewable tablets Ne120 in vial / Hassanne
npoayxra: KANbUWA-As HUKOME]] 9OPTE, Tabnetku weaaTenbHole Ne120 sa dnakoHe

Marketing Authorization: NsUA/3541/01/02 / PerucrpaumonHoe cBuAETANLCTRO NeUA/3541/01/02

Strength/potency: 1 tablet contains calclum carbonate 1250 mg which equivalent 500 mg calcium, cholecakeiferol
(vitamin Ds) 10pg, {400 1U) in the form of a concentrate of cholecalciferol 4 mg

{ Bo3a/Cogepkanue peicreyoimx Beulects; 1 rabaerka cogepmnt: Kanbumii xapGonar 1250 M, UTO KBHBANEHTHO
500 mr Kansuus, XonekansuMdepons (BUTaMuHa 3] - 10 mur (300 ME) B BiARe KGHLEHTPaTa Xonekansuugepona
4 mr

Package size and type: 120 tablets In vial; 1 vial in carton box / Paamep v Bug ynakobku: no120 TabneTox
80 (riakeHe; NO 1 BNAKOHY B KApPTOHHOM Kopobxe

Dosage form: chewable tablets / llekapcreenHan dopma; TabneTiv iesaTenbHbie

Manufacturing date / Hara-npoussoacrea: 19.06.2020 Batch number / Cepns:11900144
Expiry date / Cpok rogHocTu: 11-2022 Batch size / Pasmep cepuu: 8.840

Manufacturing Authorization name and number: Takeda AS Ne 5088-2/
HasBalue nponagognTenn n HoMep nuueHauu: Takeaa AC Ne 9098-2
Manufacturing Sites: Drammensvelen 862, NO~1383 Asker /

Aapec npouasoacTBeHHOR NNOWAAKN: Hpammenceeiin 852, HO-1383 Aciep
Country of origin: Norway / Crpana-siponzeoaurens: Hopserus

Certification statement / 3asenenne o ceprudukaLuu’
I horeby certify that the above information is authentic and accurate. This batch of product has been
manufactured, Including packagingllabeling and quality control at the above. mentioned site (s) In fuli
compliance with the GMP requirements of tha Jocal Regulatory Authority and with the speacifications
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 ba In compliance with GMP. / Srum noaTeepABalo, 4To BbIWEYKasaHHas uHAOpMaUMR ABARETCA
AOCTOBEPHOK W TOUHOH. [anHan cepus NPOAYRUMH Npoussegena {sxmouan YNaKoBKY/MmaprupoBKy) 1
TPOBEAEH KOHTPO/L eE KAYECTBA HA YKAIAHHOM YHACTKE B MONHOM coovseTCrBnM ¢ TpeboBahuamn GMP,
YCTAHOBARHHIbIMU  MECTHLIM -DeIYARTOPHBIM OpIaHOM, 2 TAKKE B COOTBETCTBAU €O cneyupurauped,
CoAepXallelica 8 PErnCTPALUOHHOM ADCEE CTPAHLI-MMNOPTEPa Win B gocke cnetndukanii Ha fipenapar
AR MCCIRLYEMOTD NEKANCTBEHHOTO Cpe/craa. NpoToxons! NPOH3BOLCTEA, YNAKOBRK ‘M aWanvza Ssiau
NEPeCMOTReHb! M YCTRHOBNEHO COOTBETCTEHE GMP, ~

Name and position flitla of person authorlzing the batch reloase / C@ -)‘ 2'() "

PAMHAUA W AOIIHCOT nhua, Bvigaswero paspelsenie Ha BLInycK Cepuu; gﬂ % \: ‘?1 /2& %
Qualifind Parron / : ’fm‘n‘nm Rl ‘iﬂuﬁ'wm
YNONHOMOMBHEOS MUMLO: Quadity Depr,

Date of signature / Aava nognicy; Tihedu AS, Askdr, Horway

In the tase of discrepancies or doubt batwean the English ond Russian language; the English version shall be binding /
B eny4au 803umxHoBeHNR PECXOMACHUA MBAKY aAHCAMNGKUM 1 RYCCHMM TAKETEMHK, AHITIMHGKR BEPCHA HMmeT npuocpureT

Taledo AS Page 11
Crammensveirn 852 Mailing odviress LT 86 Y830 50
NO-1383 Askar P.0. Box 205 L

o NO-1373 S T F +47 66,7630 40
Norway NO-1372 Asker- . Yt v/
ENTERPRISE NO Notway : . )
NOQ 980 247 257 MVA wurw takedi.com




Batch Quality Certificate for Medicinal Product /
CepruduraT KauecTsa cepun NEKapCTBEHHOTO cpencrea

Ferkeddn

Name of product: CALCIUM- D3 NYCOMED FORTE, chewable tablets Ne120 in vial
Haszanvne npoaykra: KARBLIWA-A3 HWKOMEL SOPTE, 1abneriy MesarensHsie Nel20 so bnakone

Manufacturing date / Jata npousnogcrsa; 49.0
Expiry date / Cpok rogHocn: 11-2022

Analysis has been done accord

6.2020 Batch number / Cepus; 11900144

Batch size / Paavep cepun: 6.840

Ing to Quali Conitrol Mathods / AHENUI BBINONHEH B COOTBETETBMY ¢ MKIC,

Cholecalciferol ~ RPLC 7 )
Xonexanwupdepoz - BIKX

Retcation time of peaks fu-{he chramatogram of thie
sample solution must correspond tie retention tine
of the peaky of the scandayd solution/

Bpema vASPRHRAIHA Tilnon 1A XDOMATOFPENIME.
HEMKITYEMOTO PACTBOPE HONKHO COOTBSRCTHOBITS
BREMERI YACDAUBAKKA TTEKOB CTANAAPTHOTQ paciEnpa

Assay ! KonwiecrsetHoe
onpezeneHus

Calclum 7 Kansymii

Cholecalciferol / Xonekansuupepon

Parameters / Specification / Crauutmxauus Results / PesyneTaTts)
Hopmarueubie noxasareny «
Appearance / Opucanua Round, white, uncoated and convex tabiets. Conforms / Cooteetcreyer
- May have small specks and irregular etdges. A
small smourit of powder may be present at the
botlom of the bottls. / Kpyrnsie, Gamwe,
ARoaxoebinywie rabnerin Ges 0bosaukw;
AONYCKAGTCA -HAITAUME BKPANNeHUN v HeBonkwe.
HEPORHOCTH kpads. Boamowmno HeBonuiuoe
KONU1ecTBO Nopouwka Ha gHe nakoxa.
Identification/ Hueirengmcnws ‘ ‘
Calciam/ Kam.uni Pasitive! [Tonoairenias peaxuns Conforms / Coursercrayer
Carbonate/ Kapbonar Positive/ Nonoamrennnnn poakrin Conforms / CooToeTeTs yeT

Conforms / CooTasrcrayer

475 ~ 525 mghtablet | 476 - 525 mrirabn

10.0 - 12.0 pgrtablet ! 10,0 - 12,0 mr/Tatn
{400 = 480 |Uiftablet/ 400 ~ 480 MEFrabn)

| 500 mg { tablet { mrfrabn

114 pg/tablet ! mrrirabn

MukpoBuonornyéckan uncrora !

COOTBRTCTHOBATL TpEGoBaHWNM Eap. Qapm.

Uniformity of content™ / According to Ph.Eur, / Aomxiul Conforms / Cooveetcrayer
QaHOROANOCTL CogepXaHns’ COOTBETCTBOBATL TPREOBAN M Esp. ®apm.

Cholecaiciferol / '

Xonekansuyvidiepona . .

Average mass / Cpenirn macea 1548 mg 277 mg /1546 Mr+ 77 ot 1548 mg / wr

Uniformity of niass / According to Ph.Eur. ! Nonxiel Conforms / CooTtetcTayer
ORHCPOANOETE MACCH | Ca0TBeTCTRORATS TReBoBakNM Epp. ®apn, i

Crushing strength/ T0-140NF70-140 H BEN/H

Crodikocrs K padiapnnsanmn , ) ,

Microblological purity 7 / According to Ph.Eur. / Bonsaas Conferms / CaoreeTcrayer

! Testing frequency accarding to Internal routines / Teer,
PEIMAMEHTOM, BLINOITHRETCA NEPUOMMSEGKH, HE REFIANGCH Bin

Tukeda AS

Dremmensyeicn 852
NO-I3KI Asker
Nowwiy

ENTERPRISE MO
NO.08D 347 257 MvA

Niaiting iddrivgs
PO Pox- 203 .
NO-1372 Asker -
Nowway :
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KOTOPBIR KAHTROANpYETCH SHYTPEHKUM
3arventHLIM ANA KBKACH Cepui.
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Batch Quality Certificate for Medicinal Product /
Ceprudurar kauecraa CepMM NIEKAPCTBOHHOrD CPEACTEA

Name of product: CALCIUM- D3 NYCOMED FORTE, chewabie tablets Ne120 |n vial
Hazsanme npogykra: KANBUWA-Ta HWKOMEL ©@OPTE, TabneTky eaarensxsie Ne120 ao thnakone

Manufacturing date / fata npoxasoscraa: 19.06.2020 Batch number/ Cepus: 11900144

Expiry date / Cpox roguoctn: 14-2022 Batch size / Paamep cepau: 6.840
Name and position /title of person Qualified Person / Date of signature !
autherizing ' YonHomousHHoe: fuup Aara noanucu;

the batch release / damms u ponmmocTs
/mua, Btifasluero paspetueHKe Ha. eunyck ST

cepw ,

% }*QD' “ /) )
rb\-’-\, e " &%Q“
Lt Thomasean Dalde, Qualified Feeson

Craslity Doept.
“lataadit AS Askay Tarway

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

B criyuze sosnmkHoBeHUS pacxoxgenuit nubo HEACHOCTEH MeXay aHFNUHCKIM W:PYCCRUM TEKCTAMN, aHrnmiickas
BapCHA UMeer npuoputer

Taketla AN ) : Pago 272
Murifing eibiiosy

Dimwmensveicn $32 PG 2G5 Ta47e 03030

NO-13K3 Asker NO- 1372 Asker F-4¥60 26 J04an

Nerway Nuotwiiy

waww takediim
ENTERPRISE NG
NO 880 347 257 MVA
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,zmmnmcnvmm
TEPJKABHA CJYKBA 3 JIKAPCHKHX 3ACOKIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KAIBCBKIA OBJIACTI

npocnekrt Banepis Jlobaropeskoro, 51, m. Kuis, 03110, ren/daxc: (044) 2753030
E-mail: dis.ko@dls.gov.uahttps://www.dls.gov.ua, Kox €IPIIOY 37078774

BHCHOBOK
Npo skicTk BEe3eHOro B YKpaiRy Jikapenkoro sacoby

24.09.2020 - Ne 48228/20/10

KAJBIA -3 HIKOMEJX ©®OPTE

(Hanucnynaﬂm nixapcrkora 3acofy Hinno 3 peec'rpanimmx nosBiAICHIAM)
Taﬁne'mn xyBaibii, no 120 raéaerox y duiaxoni; no 1 gaaxony B kaprorniit kopobui

{thopma BuycKy, AO3YBAHEA, B NAKYBAKHA MIKEPCLKOro Sacoby)
Homep peectpauismoro nocsiauenns UA/3541/01/02 crpox aif peecrpaniiinoro nocsizuenns 01.01.2099
Cepia nixapcrroro sace6y Ne 11900144 Kinsxicrs Bae3enoro rixapcsxoro sacoGy 6840

Bupobuuk Taxena AC, Hopzeria

(HakmeHyBaHHR BHPOGHEKE TIKAPCHKOTO 3c00Y,; KpaTHA NOXQZMEHHR)

Bae3ceHo B VkpaiRy Tosapucreo 3 06MesxeHoI0 BiMoBinansaicTio "ACIHO YKPAIHA",
* inent. ox: 42274733

(HaitmMeryBaHuA T4 Koz 33 CIIPIIOY 1opumriro] oco6u 6o npiyemine; iM's, 1o Gavekosi dizirmiol
ocobu - nixnpHemny, i micue NpOXCHMBAHIL TA peccrpauiianit nomep ofnikosol KApTkN HUATHIKA
nosarxis abo cepia Ta noMep nacnopra)

Hporoxon sisyansuora xourpono sin 17.09.2020 X 3051/4.

3a pesynbTaTAMH HRPKABHOIO KOHTPOMIO - BCTAHOBNEHO, N0 Jikapenkuif 3aci6 Bseseno B Vipaiwy 3

AOTpHMAaH 3aKOHOAABCTEA INOAO 3abe3neucHRA akocTi nikapeLKHX 33¢06is.
LK P AT
g‘\k ” 4
\\V‘ A F ‘%
N

Omexcit COJIOJPAH

(iniuionn Ta npisenme)

»va“" * 7
V«a Ka}’"é
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE!
CEPTU®UKAT COOTBETCTBUA GMP BbINYILIEHHOW CEPWIA

Name of product: CALCIUM- Dz NYCOMED FORTE, chewabla tablets N2120 in vial / Hassauue
nponykra: KANLUWA-Bs HUKOMEL ®OPTE, TabneTin sepatenbHule N2120 8o thrakore

Marketing Authorization: NeUA/3541/01/02 / Pernctpanponsce cannetensctas NeUA/3S541/01/02

Strength/potency: 1 tablet cantains calcium carbonate 1250 mg which equivatent 500 mg calcium , cholecalciferol
(vitamin Ds) 10ug, (400 IU} in the form of a concentrate of cholecalciferol 4 mg

/ Bo3afCopepanme feicTaYIOWMX BelecTs: 1 Tabnetka COpepMUT: KaNbUMH KapBomaT 1250 mr, YTO IKBMBANEHTHO
500 mr kanbuur, Xonekanbyuepona (Butammta fa) - 10 myr (400 ME} B BUAE KoHUBHTPaTa xonexaneyndepona
4mMr

Package size and type: 120 tablets in vial; 1 vial in carton box / Pasmep v sua YRAroBris: no120 TabneTok
B0 Qriakore; Mo 1 GNakoHy B KAaPTOHHON Kopobke

Dosage form: chewable tablets / llekapcrsen-an opma; TaBNeTHM KeaarenbHbie

Manufacturing date / flata npoussoacTea: 22.06.2020 Batch number / Cepusn: 11900631
Expiry date / Cpok roarocTu: 11-2022 Batch size / Paamep cepum: 6,760

Manufacturing Authorization name and number: Takeda AS Ne 9098-2/
Hassanue npouzBognTena ¥ HoMep nunensun; Takeaa AC Ne 9098-2
Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

Anpec Npou3BOACTBEHHON Nnomankn; Jpammencaenn 852, HO-1383 Ackep
Country of origin: Norway | Crpana-nponssoaurens: Hopeerna

Certification statement / 3anenenne o ceprndukaLm:
| hereby certify that the above Information is authentic and accurate. This batch of product has besn
manufactured, including packaging/labeling and quality control at the above mentioned site (s) In full
compliance with the GMP requirements of the locsl Regulatory Authority and with the spacifications
in the Marketing Authorization of the importing country or product spacification file for Investigational
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found
to be in compliance with GMP. / 3TUM NOATBEPKAAI, YTO BhIIEYKA3EHHES UHDOPMAUMA ABARETCA
AOCTOBEPHON W TOMHOA. [laHHAR cepua NPOAYKUMU NPOM3BEAEHS (BKMKuaR YNaKOBRY/M3PKUPOBRY) W
NpOBeARH KOHTRO/IL €€ KAYECTBA HA YKAZAHHOM YUACTKE B NOAHOM COOTBETCTRMM C TPEBOBAHUAMM GMP,
YCTEHOBNCHHDIMU MECTHLIM Pery/IATOPHbLIM OPraHoM, a TaKiKe B COOTBETCTBMAM CO cneundurauued,
COAGPKAENHCA B PErUCTPALMOHHOM JOChe CTPAHBI-MMNOPTEPA MAK B AOCHLE cneguduikaumié Ha npenapar
ANA UCCNRSYeMOr0 ABKIPCTBRHHOIC cpeAcTBa. NpoToKonsl np mwgaaa,wWMaa 6o
nepecMmoTpessbl ¥ YyCTAHOBARHO COQTBETCTBME GMP. (‘;’ 1 . -

~ )
Name and position ltitie of person authorizing the batch release / . T /) .
BEAMUINR A LONAMOCTL 1WILH, BRIBBLIEI0 PAANSILEHNE HA BHINYCK GEDKUN. ¥ ;lﬁi,‘c:-', o hl»’; ,)l(,{f_h(ﬂ.g‘; [
Qualified Person / Outhy gy i P

YNORHOMOHEHHOR 1WYD; Takeds AS, Asteor,
Date of signature / Qara noarncy:

Nonwy v

In the case of discrepancles or dout batweaen the English and Russian fanguage, the English version shaif be bing g {
B ¢nyyan BOIHUKHOEEHUA PACXOKAGHNA MEIKAY AHIMMAGKIM M PYCGKAM TRKCTAMU, aKTNMACKas BEpCHA UMCET fIPpUOpUTET

Takeda AS Pege 1/°
Drammensveien 852 Huiling adifress T+47 bb /B30 20

vna o P.0. Box 205 o
MO-1383 Asier 47 66 FE A A
i NO- 1372 Asker Fas7 66763040
CNTERPRISE NO NoiveRy

veww Lakeds com

NO 080 347 267 pVA,

4 ,'// . s ,""_.._4.“.,.-4
//{//7 . /T o,
Ol v pr 096 CF 2200 0 ¢
) Page /1




Batch Quality Certificate for Medicinal Product /
Ceprutbukar kauecTsa cepumn NeKapCTBeHHOr CpeacTea

Name of product: CALCIUM- D3 NYCOMED FORTE,
Hasbanue npopyrra: KANbUMIA-Is

L
@f?&m o

chewabie tablets Ne120 in vial
HUKOMEL @OPTE, Tabnetku KeparentHsie Ne120 BO (hnanoHe

Manufacturing date / ava npouseofctea: 22,06.2020 Batch number / Cepus: 11900631

Expiry date / Cpok rogroctu: 14-2022

Analysis has bgen done accord

Balch size / Pasmep cepuys: 6.760

ing to Quality Control Methods / AHANK3 BLINOIIHEH B CODTRETCTEMM ¢ MICC,

Parameters /
HopmartieHeie nokasarenu

Spacification / Creuudmckauma

Results / PeayneraTh

Appearance / Onucanue

Round, white, uncoated and convex tablets.
May have small specks and Irregular edges. A
small amount of powder may be present at the
bottom of the boltle, / Kpyrrivie, Ganple,
[BOAKOBLINYKNbIB TaGreTk Ges oBonoukk:
ADBNYCKACTCR HAnYuWe BrpanneHni u HeBons e
HEPOBHOCTH Hpaés. Boamokuo HeGonaitoe
KONUYECTBO Nopowka Ha Aue dnakona.

Conferms / CooTaevctayer

Identificatian/ Maensduraims

Calcivm/ Kaaequis
Carbonate/ Kapbonar

Cholecalciferol — HIPLC/
Xonexannigmdiepon — BIWCK

Pasltives Tonosturemnan penkrium
Pogsitive! [Tonvsrensian pearnus

Retention time of peaks in the chromatogram of the
sample golution nust correspond the retention time
of the peaks of the stwndard salution/

BPGM}( YACHARUARNN WAKOU Ha xpn.\mmrpm.mc
HCHILITYCMOYO PACTBORA ZOIKHD CONTRETCTHOBNTS
NPCAEHH YACHHUBAHIA TMKS 8 CTBITAPTRORD PACTEODA

Confarms / Coorsercrsyer
Gonforms / Cootaererayer

Conforms / CootBercrayer

Assay / KonuuecrseiHoe
onpeaenexne

Calcium f Kanwuma

Cholecalciferol / Xonekanslngpepon

475 - 525 mgltablet f 475 - 525 mritatn
10.0 - 12.0 pg/tablet / 15,0 — 12,0 mur/rabn
{400 — 480 WWitablat / 400 - 480 ME/ra6n)

498 my / tablet / mr/ratin
11.3 ug ! tabiet /! wmicrabn

Uniformity of content’ /
OaxopoaHacTh copepianus’
Cholecaicifarof /

Xonekass ynpepona

According to Ph.Eur. 7 fonsmb
cootBeTCTROBATE TPefosanuAM Eap. Gapm.

Conforms / CooTeercrayer

Average mass / Cpcanss macca

1548 mg*77mg /1546 mr £ 77 mr

Uniformity of mass /
OuHopoaHoETs Maceh

1548 mg / ur

According to Ph.Eur. 7 lonxain)
CocraeTcracearTe TpeGosananm Epp, Gapm.

Conforms / CootRercrayer

Crushing sirength/
CI0lKOCTh K pasgannmessun

70140 N/70~ 140 H

S1N/H

Microbiological purity ¥ /
MukpoBnonoru-eckas wicrors !

According to Ph.Eur. 7 Jomkib!
COOTERTCTBORATL TPeUoeannam Eap. Mapm.

Conforms / Cooreercrayst

' Testing frequency according to internal routines / Tecr, ko
PETNAMBHTOM, BbIONHABTCA NBPUCAMUECKH, HA ABNAACH OGHIATENEHLIM ARNst Kakaow cepum.

Foxala AS

romimensyaion 852
NO-1383 Asker
Myrwas

ENTENPRISE 0
NO 280 347 257 MVA

.1-/!1.“4‘[:([! telrdrony
PO, Boa 20S
NO-1372 Asker
Noswiy

Page 1/1
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Fakedis

Batch Quality Certificate for Medicinal Product /
Ceprudburar xauecTsa cepum nexkapcTseHHora cpeficTsa

Name of product: CALCIUM- D; NYCOMED FORTE, chewable tablets Not20 in vial
Haseahue npoayxta:  KANTbLWA-Ox HAIKOMED ®OPTE, TaneTku KepaTtennrsie Net20 so dhnakoHe

Manufacturing date / Jata npovssogcysa: 22.06,2020 Batch number / Cepusi: 11900831

Expiry data / Cpox ropguectu: 112022 Batch size / Pasmep cepur: 6.760
Name and position ftitle of psrson Qualified Person / Date of signature /
authorizing YNnonHoMoueHHoe nULo dara noannen:

the batch release / ©aMunKs u 4onxHocTs
nVya, BEIABUIETO PASPEIUGHHE HA BhINYCK
cepiu

-

Christin Thomassen Dahle, Qualifiad Pevson
Quality Diepe,
Toteda A8, Aker, Kupway

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

B cnydae BOIHMKHOBCHUR pacXoxABHU NuBO ReaclocTes MEXAY BHTIAACKHM 11 PYCCKMM TEKCTaMU, aHFNUitcras
BEpCUA UMeaT NPUopuTeT

Takuda AS Page 212
Meiling ivliirees

Dranmuecinveion §32 MO Box 203 T 470076 3 3¢

MNO-13K2 asker NC-1E72 aska b7 O T 3) 4

Nopwyay: Nerway s

waww takede comn
ZNTERPRISF NGO
NO 980 347 267 MvA
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JEPXJIIKCJIYXBA
JEPJKABHA CJIYIKBA 3 JIIKAPCBKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHY Y KHIBCHKIN OBJIACTI

npocnext Banepis Jlobanoscbkoro, 51, M. Kuis, 031 10, ren/axc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.goy.ua, Kox €JIPTIOY 37078774

BHCHOBOK
Npo AKiCTH BBE3enoro B YKpainy JikapcbKoro 3acogy

24.09.2020 . Ne 48229/20/10

KAJBIIHA -A3 HIKOMEJ ®OPTE
(HoHMCHYBAWHA TIKAPCLKOro 3306y 3rijIHO 3 peecTpalifHHM NOCBITHCHHAM) |
TalJseTKH XKYBAJIbHI, 10 120 Tabnerox y draxoni; no 1 ¢paaxony B KapTonnil Kopooui
{(bopma BHITYCKY, NO3YBAHHS, B TAKYDARHS TKAPCEKOTO 3ac00Y)

Homep peccrpauitmoro nocsingenns UA/3541/01/02 crpox aif peectpauifinoro nocsimienns 01.01.2099
Cepis Jikapchkoro 3aco6y Ne 11900631 KinskicTs BDe3eHOro mkapcskoro sacoby 6760

BrpoGHHK Taxena AC, Hopseris :

(HaliMenyBanKg BUPOGHHKA NiKAPCHKOTO 330Gy, KpaiHa NOXOPKEHHS)

Breseno B Yxpainy Tosaprerso 3 afMexenoo BinnonizanekicTio "ACTHO YKPATHA",
inent. xon: 42274733

(HatiMenyBanns Ta kof sa €APTIOY ropumrranol ocoGu aGo npispuie, iM's, no Garpkosi disnTHoY
£cOBM - MiANPHEMI; TT MiclE NIPOXHDANHA TA PEECTPULIFnEHA HoMep 0BnikoROT KADTKM NUIATIMEKS
: nouarkin abo cépist Ta HOMCP HACTIOPTa)

Mpovoikon Bisyansnoro korTpomo Bin 17.09.2020 Ne 3051/5.

3a pesyibTATAMH [EPHKABHOTO KOHTPOJIO BCTAHOBIENO, IO nikapcskuii  3aci6 BBescHo B Ykpalwy 3
N0TpUMAaH;

A snMp HOZABCTBA WO 3a6eIreYenHA JXOCTi NKAPCHKHX 3ac00iB.
A Kompa
O
STk,
Ouexciit COMOJIPAH

(iniuiang Ta npispHnie)
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUDUKAT COOTBETCTBWA GMP BbINYLIEHHOW CEPAN

Name of product: CALCIUM- D3 NYCOMED FORTE, chewable tablets Ne120 in vial / Haspanue
npoaykra: KANbLWA-O: HUKOMEL ®OPTE. Tabnetin xesarenuhuie Ng120 so dinakone

Marketing Authorization: NeUA/3541/01/02 / PerucTpauoHHoe ceupeTenbcrao NeA/3541/01/02

Strength/potency: 1 tablet contains calcium carbonate 1250 mg which equivalent 500 mg calcium, cholecalciferol
{vitamin Ds) 10pg, {400 1U) in the form of a toncentrate of cholecalciferot 4 mg

/ Nlo3a/Copepwanue ABRCTEYIOUMX BELIECTE: 1 TabACTKA CORCHIMT: KANLUWA HapBoHaT 1250 mMr, YTO IKDBMIBACHTHO
500 Mr kanbuis, XONeKasnsUMhepona (BHTaMUHA 1) - 10 mxr (400 ME} B BUAE KOHUEHTDATa XONexarbuvdepona
9 mr

Package size and type: 120 tablets in vial; 1 vial in carton box / Pasmep v Bug ynakopky: no’120 tabnetok
B0 ¢nakoHe; no 1 NakoHy B KAPTOHHOW kopoBie

Dosage form: chewable tablets / [lekapcreennan (popua: TabneTku MaBaTenbHbe

Manufacturing date / fara npoussogeraa: 30.09.2020 Batch number / Cepun 11956609
Explry date / Cpok rogHocTi: 02-2023 Batch size / Paamep cepnu: 6.720

Manufacturing Authorization name and number: Takeda AS Ng 9098-2/
Halsanne nponaBosuUTENn W HOMEp nuueH3nu: Takega AC Ne 9098-2
Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

Aapec nponasoacTReHHoR nnowanks: Apammenceend 852, HO-1383 Ackep
Country of origin: Norway /| Crpana-npouaaoantens: Hopaerus

Certification statement / 3anenaHne o ceprudhuxanny.

| hereby certify that the above Information is-authentic and accurate. This batch of product has been
manufactured, including packagmgl(abeling and guality control at the abave mentioned site (8) in full
campliance with the GMP requirements of the local Regulatory Authority and with the specifications
in the Marketing Authorization of the importing country or product spacification file for Investigational
Medicinal Products. The batch processing, packaging and analysls records were reviewed and found
to be in compliance with GMP. / ITuM NOATBEPIKAAIC, YTO. BhlLieyKasarHan uHpuUpMaln asaneTcs
Aocroaepz—mm W TOuHOI. JlaHHAR CepHR NPOAYRUMM NPOMIBEACHA (BKAIOYAR YUFKOBRY/MAapKUPOBRY} U
NPOBEASH KOHTPONb. €6 KAYECTBA H3 YH33AHHOM YYACTKE B NOAHOM cooTseTcTanm ¢ tpebosanuamu GMPF,
YCTAHOB/ICHHBIMKM MECTHhIM DPEry/IRTOPHBIM OpPraHoM, @ TaKKe B COOTBETCTBMM €O CneLMdMKaLuei,
copepHalledica B perucrpaumMoHHOM JoChe CTPaHLISMMNOPTEPa MAKM B Aocue cneundukauni Ha npenapar
ANA UCCABRYEMOro NeKapcTeeHHore cpeactea. lpoTOKOsAK NpPOX3IBOACTBA, YR2KOBRA W aHanmaa Boinv

NepecMoTREHBl ¥ YCTAHOBIEHD COOTBETCTBUE GMP.

. , \ ]Z o~ QQ

Name and posilion ftitle of person authorizing the batch release /

$RWIMA U LONKKOCTE IMUA, BLAARINATD PAIDELUGHUE HA BbIRYCK CENWY. ;5%{1"}%-"’?:%;\!’: o, , i ;{‘m u‘;m
Quzified Person/ Ouediby xpa
YHQ.HHUMO‘JBRHOB;HML[G: Ti;kt!da! :\S, x".':iki,f; Baway

Date of signature / [Jata nopnucu:

in the case of discrepancies or doubt between tha English and Russian language; tha Engligh varsion shall be binding /
B CNyuau BOSHUKHOBCHHST PACXONCHIN MEIEY AHTIHAGKMM ¥ PYCERMM TAKCTAMY, SHINHACKAR BEICHA WMEET DPHOPUTET
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Batch Quality Certificate for Medicinal Product /
Ceprudomkar kavectsa cepum NeKapcTeeHHOMO cpeacTsa

o Takeday

Name of product: CALCIUM- D; NYCOMED FORTE, chewable tabiets Ne120 in vial

o

Hassanmne npoaykta:  KANbUMIA-Os HUKOMEL ®OPTE, rabnetkn KemarenbHblie Ne120 80 HnakoHe

Manufacturing date / lava npousacactea: 30.09.2020
Expiry date / Cpok roguoctu: 02-2023

Analysis has been done according to Quailt

Batch number | Cepun: 11956

609

Batch size / Pasmep cepiin: 6.720

y Control Methods | Axanus suinonues s cootnetcraun ¢ MKK,

Parameters /
5 HopMartusHeie nokasarent

Specification / Cneundmxauma

Resuits / Pesynsrari

Appearance / Onucanue

Round, white, uncoated and convex tablats.
May have small spacks and irregular edges. A
srmali amount of powdsr may be present at the
bottom of the bofttle. / Kpyrnuie, Genbie,
ABoAKoBLINYKILIC TabneTkk Ges 060 ouKN;
ACNYCKAETCR HANANME BKPANNEHUH U HeGonsume
HEROBHOCTY kpadn. BosmoxHo HaBonsuwoe
KOAUHECTBO NOPOWIKS Ha AHe hnakoHa.

Conforms / Cootsetcmyer

{dentification/ Hacnmudumauss
Caleinm/ Kaanunii
Carbonate/ Kapdonar

Cholecalciferol — HPLC /
Xoaeram.vdwepon ~ BYKY

| HUILLTYCMOTD PACTRODD: JUNBKHO COOTROTCTROBATH

Positive/ Tlunoskwieasnis poakisis

Positive/ Tonosmmremmuad pearuus

Retention time of peakein the chromatogram of (he
sample solution must correspond the retention tine
of the peaks of the standard solution/

Bpehn yneprususiu 1axon 1 NPOMATOTPEMME

BPEMCHRY WL HRAHME [IKOD CTATANTHAIO DACTAROpA

Conforms / Cooraercrayet
Conforms / Cootaercrayer

Contorms / Coorsercrayer

Assay ! KonuiecTaeHHog
onpegencHue

Calclum f Kansymit

Cholecalciferol Xonexaneyugepan

475 - 525 mgitabilel | 475 — 525 mrivabn
10.0 - 12.0 ugitablet / 10,0 - 12,0 merfrabn
(400 - 480 IURablet / 400 ~ 483 MErabn)

488 myg / tablet / Mr/ra6n
10.9 pg / tablet ) mirivaBn

Uniformity of content’ /
OUHOPOAHOCTE Cogepxans’
Chalscalciferol /
Xonexansyuhepona

According to Ph.Eur. { Jonxtist
COOTBETCTROBATL TpeGoBanuam Eap, Dapm.

Contforms / Céowermayet

Average mass / CpeaHss macca

1548 mg 277 mg / 1546 © 77 har

1548 mg / mr

“Uniformity of mass /
OanopoaHDCTL MACEL!

According to Ph.Eur. 7 lonamm
COOTBETCTROBATY TREDOBEHAAM EBp. Papm

Conforms 7 Cocteetciayar

Crushing strength/
CrofikocTs K pasgasiivieanus

70-140N /70~ 140 M

l8sn/H

Microbiological purity ¥ /
MukpoBuranornueckan uucrora |

L.

| cooTBeTCTROBATE TPaBOBaHMsM EBp. dap;

According to Ph.Eur. J donwHm

Conforms / Coomeﬂimyer

! Testing frequency according to internal routines / Tecr,
PernameHToM, BLifioNHABTCR NepHOANYECKH,

Tokdn AS

Binmmeisvaion X837
NO-1I8Y Asker
Navway

ENTERPRISE NO
NO @80 3a7 257 MVA

He fBNsscH 00A3AETaNLLLM T
LTI
/&53;@,‘),\)5"\& Wit ’fg‘,{

Mty inddvizef] o
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Ta&e«c&z ,

Batch Quality Certificate for Medicinal Product/
Ceprucbuxar kauecTsa cepun nexkapcraeHHoro cpegcrea

Name of product: CALCIUM- D; NYCOMED FORTE, chewable tablets Ne120 in vial
Hassanue npogyxra; KANBLLAA-O3 HA KOME[] OPTE, TabneTku *)eparensHele N2120 80 thnakoHe

Manufacturing date / Qara npousaoacrea:. 30.09.2020 Batch number / Cepus: 11956609
Expiry date / Cpox rofsocTa: 022023 Batch size / Pasmep cepum: 6,720

R e . o

£ ’ ’;

AY 40,0010 Quwﬁ\.\a\g\ﬁ gfw"‘“

Ine Tiuguer, Qualified Porson

Askar, Novway

Name and position ftitle of person Qualified Person / Date of signature /
authorizing YnanwomougsHoe niLo Aata nognmcu;

the hatch release / damiss « AONMHOGT:

MUA, BbaBilero paspeliente Ha Bhinyck

Cepun

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

B cnyuae BosHMKROREHUA PACXOXAEHUA NKBO KeACHOCTE!H MENDY AHIMUACKIM U PYCoRUM TeKCTamu, aHrnuickas
BEPCUR MMBBT NPUOPHTET

Tukedy AS Pags 247
Musiiing uddvess
Drbnaicns veion 857 PAD Rox 203 T 4206 1630 30

NG-T383 Asiky NORI3 TS Ashor Fl206 36 30 40
Norwaty Nowway A

wvew hakodo.cony
ENTERPRISE ND
MG G980 347 257 hiviA

y OKYNENTIB

A cunnf, 58
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JEPKABHA

JEPXIIKCITYIKEA
CIIYIKFBA 3 JIKAPCBLKHX 3ACOBIB TA KOHTPOJIIO 34
HAPKOTHKAMMY ¥ KATBCBKIN OBJIACTY

npocnext Banepis Jlo6auopcrkoro, 51, m, Kuis, 03110, res/dakc: (044) 363-06-50

E-mn

30.11.2020

il: dls.ko@dis.g(w.ua,https://ww.dls.gov.ua_, Kon €IIPI1OY 37078774

BUCHOBOK

o SKICTH BBe3eHOro B Ykpainy JiKapebkoro 3acoby

Ne 63588/20/10

KAJIBIIHA -N3 HIKOMEJX ®OPTE

TabaCTKU 5KYR

. (HafiMenyBanng nixapceexoro 3aco0y 3rixmo 3 peecTpanifinmme MOCBiLCHHAM)

LB Hi; Mo 120 Ta0.1eTOK ¥ (puraxoni; mo 1 paaxony Kaprouuniii Kopo6ui

Homep peectpauittuorg
Cepis nikapcbkoro sace

Bupobrux

Baesero b Vipainy

Mpatokon risyanLuor

(hopma BHIYCKY, 203YBAHIL, BHA NAKYBAHHA JiKapeskoro 3aculy)
noceinuenns UA/3541/01/02 CTPOK Zif peecTpauiiinoro nocsinens 01.01.2099
Gy Ne 11956609 Kimxicrs BBesenoro Mikapcekoro aacoby 6720

Taxena AC, Hopseris

(uaitveHyRarms BHpoGuMKa Nikapchkoro 3ac06y, kpaiia TIOX0/UKeH )

Tosapucrro 3 obMekenoI0 BituoBinanbHicTI) "ACIHO YKPATHA",
ixenT. kon: 42274733 :

33 pesymbTatamMu  gepasnoro KOHIpOMIO  BeTAHOBNEHO, mo RiKapcLkui  3aci6  BBeveno B Vikpainy 3

AKOCT] NikapCERnX 3ac0o6iz,

AT Onexcii COJIOIPAIA

(ininianu 1 npiseawe)
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