NEPKABHA CIVIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KI/HBCBKIH OBbJIACTI

HpOs. (.,fﬂll“lllliill()llId,fJ,Il,3 M. KHIB} 02099, [umbmcu (044) 363-06-50
 E-mail: dis.ko@dls.gov.va, Ko €APIIOY '57()787‘74

BUCHOBOK
1po AKicTh BBeseHoro B Yipainy mlc‘lpcmcoro :mcoﬁy

11.09.2023 . N 39882/23/10
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(nflmit,nynmms: mmpuﬂ{m 0 3{1006*; arigo 3 pevmpzmm: 1HM TOCHI eI ’w)

TabJIeTKH KYBAJIBHI; 110 30 rabaerox y duaxoni; 1o 1 ¢puiakody B KapTOHHIH Kkopodui
(tlmpnm BUNIVCKY, AOIYBAHHEA, BRY NAKYBARIS HIKAPCEROIO 3acody)

Honep peccrpauiiinoro nocsizuenus UA/10610/01/01 erpox aii peccrpauiiinoro nocsignenns 01.01 2099

Cepis nikapebkoro sacoby Ne 12456971 KinbkicTh BBe3eHOr0 itikapebkoro sacoby 23039
BupoBuux Taxega AC, Hopseris o —
" (naiiMerySaRHS BUPOGHAKA JllepLhIcm 0 3ac00Y, KpATBa TOXOLKCHIES)
Bueserno » Ykpainy Tosapucrso 3 o6mesxenoio ginnosinannuicrio "ACIHO YKP AIHA",
mun‘. KO 42274733

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

0CoOH - rf.:zr,ripﬁ_r: mm_ il MicHe JTI{J())}\.HBJHHH Ta pe{ cr_p‘ummmi l{()ML{) of’ AiKOBOT de TKW HQTHHAKA
ROAATKIB 400 cepig T4 HOMED NACTIOPTA)

Ylporoxoea sisyaisuoro kourpomo sig 15.08.2023 Ne 2507/6.
JIaGoparopimit aHanis sKoCT AIKAPCHLKOro sacody 3aiHCHeni:

JIIT "Llentpansia naGopaTopis 3 aHATI3y SIKOCTI AIKAPCHKHX 3aC00IB 1 MEAMUHOT IPOAYKINT”
(M. Kuin, sysn. Kyapsscexa 10r m.Kuis, syn. Kyapascoka 8B Kmnuﬂ(a obnacts, ¢. Hosi llerpisi,

pyl. Ipana Ppanxa, 19)
(malimenysanis ta Mictesnaxopkenns aaboparopil, wo nposesa sadopatopuitit sHaN3 AKOCTI)

 BUCHOBOK IO/ AKOCTI AiKapehKOro 3acoby, Biganuii naboparopicto sin 08.09.2023 Ne 1571

PesynpTars nabopaTopHOTO ananisy siKocT! JITKAPCHKOro 1aco0y 3a mepeRipeHuMy NOKAZHUKAMHE BiINOBLIAIOTE
BHMOI'AM METONIE KOHTPOMIOQ SKOCT] (AaHANITHYHO-HOPMATHBHOT HOKYMEHTaLi).

3a  pPEe3WILTATAMM  JICPIKABHOIO  KOUTPOIIO  BCTaHOBAEHO, 10 Jikapchkuli  3acid  mseseno B Ykpanty 3

AOTPHMAHHAM srMOr 3aKOHOJABCTBA 11010 3a0esredeHIs SKOCT AIKapehitX 3acodis,
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE!
CEPTUOIKAT BIIMOBIAHOCTI GMF" BUMNYLLEROT CEPIT

Name of product: CALCIUM « D3 NYCOMED WITH MINT FLAVOUR, chewable tablets Ne 30 in vial /
Hazga npoaykty: KANbLIN-03 HIKOMEL 3 M'ATHIAM GMAKOM TaBNeTkY XKyBanbHi Me 30 y chnakoni

Marketing Authorization: NeUA/0610/01/01 / Peccrpauifine nocsigHeHHn: NelUUA/M0610/01/01

Strength/Potency: 1 tablet contains calcium carbonate 1250 mg which equivalent 500 mg calcium;
cholecalciferol {vitamin Da) - 5 Hg (200 1U), which conforms cholecalciferol concentrate 2 mg /

Cuna aitfAkrusricTb: 1 TabnerTka MICTUTE KanbUi Kapﬁorfary 1250 Mr, 1Wo eksisanentHo 500 Mr kansui,
xonekanbUuepony (gitaminy D3) « 5 s (200 MO), Wwo signosigae xonekanbUunepony KOHUBHTRATY 2 Mr

Package size and type: 30 tablets in vial; 1 vial in carton box / Posmip ta eug ynakosku: 1o 30 TabneTok y (onakoH;,
no 1 hnakory B KIPTOHKIK KopoBLI

Dogage form: chewable tablets /
Nikaptbra dopma: TABNeTKN XYBEbHI

Marnufacturing date / [lara supobrvutea: 20.03.2023 Batch number / Cepist: 12456971
Expiry date f Tepmin npugarsocTi: 08-2025 Batr-.:h sfze / Poamip cepil: 23.040

Manufacturing Authorization name and number:* Asker Contract Manufacturing AS — part of
NextPharmsa group Ne 22/27628-5

Haasa supobBruka | vomep ninensi® Ackep KonTtpakr MadydheruepiHr AG — HacTiHa rpyr Kamnasii
Harcrdapma Ne 22/27628-5

Manufacturing Sites: Drammensveien 852, NO-1383 Asker /

Anpeca snpobruMol ainenuyi: pammerceeis 852, HO-1383 Ackep

Country of origin: Norway / Kpaina-supotHnk: Hopseris

Certification statement / 3assa npo ceprudikalliny: - :

| hereby certify that the above information is authentic and accurate Thaﬁ batch c.:f pmduct has been
manufactured, including packaging/labeling and quality 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 3pe¢lflcation file for Investigational Medicinal
Products, The batch pmce&smg, packaging and analysis records were rewewad and found to be in compliance

with GMP. / Uum nigTeepaxylo, WO SUUIEBKA3aHA mcpopmaum 13 .qec:maapﬁom 1 TOMHOW, .ﬂaHa cepla npogyxui
BUrOTOBIIEHA (BKNIOUSIONH YNAKOBKY/MApKYBanHs) | npoae,aeHmm KOHTpOnb i Kot Ha BKa3aHiA AinbHUUl ¥ NOBHIA
BignosigHocTi 3 sumoramr GMP, BCraqosreHtvy  Micuesim - perynﬂmpnmm opranam 2 TIKOXK Y BIgnoBigHOCT! 3
eneumbngaumm WO MICTUTLCH B PEECTPALIAHOMY 40Cke KpATHW-IMNopTEpa uu B Joche cneundikauilt Ha nperapar ang
AOCHIIKYBAHOE NIKARCHKOM 3&6{36}! [1poTOKONK mpaGHMLI,TBa ynaxoalcm T& aHamsy 6ym4 nepemﬁﬂyﬂ ) facraamﬂeﬁo

BiANORIANICTS GMF’ .
’ A 7'3?{‘3"4" :)L(}l‘% a.wg

Namese and pas:tlcm !title of permn authmlzlng the batch re!easa.f #b g
Mpiseulie Ta nocaga ocobu, sika snaana [O3RIN HA BUNYCK ceplls f - Ine Tugum, Qualifiect PorsonV
S Cluality Dopt.
] mer Oontract

Qualified Person / |
Manufacturing AS, Norway |

YnoeHoBaxeHa ocoba: |
Pate of signature / nam rgnmey:

*Farmer Man ufacturmg Authonzatmn name and numberf ﬂGﬂEpEﬂHﬂ Hasaa Bupoéﬂur:a Ta mueHalﬂ
Takeda AS Ne 9008-2, Drammensveien 852 NO—1883 Asker, Nomvay! e e s R T e
Takega AC Ne 9098-2, ﬂ,paMMFBHCBBMH 852, HO- ‘1383 Ac:mp, HOpBerm i

In the case of discrepangies or doubt between the Eng!ssh and Ukramlan Ianguage, the Eng!ish versum shall be blndlng! .

Y pasi Byab-akux poatixmocreit abo oymiinin Mix K Bepcial SHCNIHCHKA TA YEPATHCLKOK MOBAMS, nepeaaxzuy CUNY MAE BEPCIT ARTIHNCLKOKD
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Batch Qua!;ty Certificate for Medical Pmduc.t I
Ceprucikar AroeTi cepll mxapchl{oro 3aca6y

Mame of pmduct CALCIUM ~ D3 NYGOMED WITH MINT FLAVOUR chewabte tablets NE 36 In vlal !
Hasaa npap,ymy KA IA-13 HIKOME}J, 3 M'HATHUM CMAKOM TabneTkM myﬂanbm Ne 30 ¥ hHrTAaKOH]

lan u.factufl_ng date / [ara Bmpcﬁmuma: 20.03.2023
Explry date / Tepmin npugatHoct: D3-2023

Analysis has been done aﬁcmrding to Quality Control Mathads! Axania ammauuﬁ y a],qnoamacc'n ,q:: MES " o

 Batch n'u'mmmepm; 12456971
B} Batzch size ! P.o_’:amip cepil: 23.040

el

Resultsf Peaynmam )

T Parameters / . Spac:ﬁcatmn 7 Gnaumbmaum
Hopmatushi NOKAIHHKN i - -
“Appearance f Onuc Raund white and convex tablets May have

small apar:ks, and irregular edges. A small
amount of powder may be pref-;ant at the

| bottom of the bottle. / Kpyrni naoonym: 3 S

TabnreTkv Ginore konbopy bes oﬁoﬂoﬁm

| HonyckaeTueA HARBHICTL BKPANTEH: TA

HeBermK HE‘DIBHOPTI kpaia. Moxnuso e:

HEBEINKE KINbKICTS nopamny Ha ,qu dmamﬂa

1 Conforms 'i’_ Bi,unoamfaze __ |

“Identification / lasHTdIKaUs
| Calcium / Kanbuik

Carbonate 7 Kapbowary

| Cholecaleiferol /
| cheaanbumbapany

| Positive fﬂoa_m*maﬁa peaKLis -

- M'amb pignosinatr anmmm

Positive / Moaurmena peakdin

Must comply /

| Conforms / Bignosinae |
| Conforms / Bianosias |
e (‘;onfﬂfms { B;AQOBS,D,&E

Assay / Knnbxmﬂﬁ'amwa-{awn

Calcium / Kaneuito

Cholecalciferol { Xonexansuudepoy

;;;;;
— bt

475 — 525 maftablet / 475 — 528 mriradn,
5.0 — 6.0 pgftablet/ 5,0 - 6,0 mrrfradbn

| 500 mg/ tablet/ mr/ragn
| 5.6 pg/tablet / mkr/radn

Uniformity of Content’ /
| OgHopigHicTe BmicTy 1
| Cholecaleiferol/

| Acmrding tc iﬁ*h Eur !

(200 = 240 1Uhtablet 1200 - 240 erasn)

LUniformity of mass ! QaHoepinuicTe
MACH

Xonexassuvdepony e ey :cmforms-r mmg -
| | MaloTb signosigarty aumoram EBp <Dapm B BT et
Average mass / Cepenvsimaca | 1520 mg £ 76 mg / 1520 mr £ ?6 wr | 1525 mg ; Mr

According to Ph. Eur./

{ MawoTs sipnnosinaty anmmam Eiap wapM

Gmnforma 1 Bmmazﬂ,ae

Cmshmg strength [
| CTHWAKICTD A0 DO3INABSIBAHHA

T70= 140Nf70--140H |

hpinlind-lpi- =g

i Microbiological purity?/
MikpoBionotivha uncroTa’
{(non-agueous preparatmns for arai

OPANBHOIG 3ECTOCYREHHA)
- Total asrobic microbial count

{TAMC) / 3aranssa KinbkieTs
aepobuux Mikpoopraniamis (TAMC)

| Total combined yeasts/moulds

| RICHABKX | APEIKOBMX rpubis
P (TYMG)

| Specified micro-organisms /
P CneyubivKi mikpoopraHiamu

uss) / (HepoAHi nikapeeKi sacoby: ana
_' ﬂmcerdmg to Ph, Eur Al
{ MawTbk signoelaaTi BM SF|

': Aacordlng tcs Ph. Eur, !

i count (TYMC) / 3aranuHa KinskicTh MatoTe amnoa:,ﬂ,a'rn aumor &

Accordmg to Ph E:'ur [

MawTs sm.nosmam BMMQI‘EIM eap d}apm

| contorms  aaroszes

h 5 nfarms .f amneamae

e

”‘Tastlng freq uency accordmg to mtemal mutineq ! “Llat;TOTa ﬂpOBE,ﬂ,&HH.ﬂ anpoﬁyaanuﬂ xmmponme'rbm

BHYTPILLHIM pernaMeHTom

Asker Candract Mondac turmg AS -
part of NextPharma group

Dramme-nsveian H5A
NO-1383 Asker
Morway

ENTERPRISENG

NG 928 107 187 MVA
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Batch Qualaty Cartrﬁcate for Mad:cal Pmductf
Cepmc:ma*r SIROCTH Cepll nmapcz-;mro aacoby

Name of pmduc’t CALCIUM - D3 NYCOMED WITH MZNT FLM‘DUR chewa bEe tabiets Ne 30 In vial ! B
Massa npopyrry: KANBLI-A3 HIKOMED 3 MSATHWM CMAKOM "rafinemm mysanbm Nﬂ 3[) y d:mamm e

Manufacturing date / [lata BnpeﬁHﬂu'rBa 20,03, 2@23 el _-.__'f._'.__Biaftch;mmbéff;;{;;épf_g:’_jj24{569?1'
Expiry data!TepmlH npum&'rmc*n oa-zazs - - Bateh size / Poawip cepil: 23.040

Name and position Aitle of parsm } ‘Quallfied Person | . ~ Date bf'slgnature!
authorizing the batch release / leaamme T2 - YnosHopaweHa ocoba - [lara nignucy:
nocana ocody, sika suaana Q03BN Ha BUIYCK | " |
cepil:

AW 3

nes ‘rjugum Quahﬁed F‘t:,rs
Glual tt;f I}er:a*‘

Int the case of discrepancles or dmubt hetween the Enghsh and Ukraiman Ianguage, the English veraiﬁn shall
be hinding /
Y pasi Byab-aKrux poaﬁzchcrem abo cymmale MK aepcinmw aHrniwc:bmm Ta prafHEbKOtO Moeamm

NEepeBaXHY CYAY MBE BEPCiS aHrMiHCLKO0 MOBOIO.

Asker Contranl Manutaclunng As - T TUENTERPRISENOG TS S A0 50
part of Mex(Pharma group | . - NQE20107187MVA - - - www.extphamma.com
N | N T ' Nty S

NO-1383 Asker
MNaovay .
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