AEPIKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Ceimmmunof, 3, 02099, e, (044) 295-26-85
E-mail; dls.kyiv@dls.gov.ua, Ko €JPIIOY 37079055

BMCHOBOK
Npo AKICTH BBE3EHOro B YKpaiuy JlikapebKoro 3acofy

26.12.2023 Ne 67349/23/26

KAJBUEMIH® AJIBAHC

(HAFMEIy BAHHS JTIKAPCHKOTO 3aC00Y 3IIAHO 3 PEECTPATiHHIM NOCBIIMERHM)
Tabaerkn, Bpuri 06010HK010, 10 30 Tabxerox y Ppaaxoni; no 1 paaxony B xapToHHiH
Icopofim

((bopma BUTIYCKy, AO3YBARHS, BHI NAKYBAHHS TKAPCEKOro 32 3ac00y)

Homep peecrpaniiisoro nocsigaenns UA/7110/01/01 crpox aif peecrpauiitnoro nocsinvenns HEOOMeEKEHUH

Cepis nixapeskoro saco6y Ne 367817 Kinsxicts ssesenoro nikapcekoro saco6y 78000
Bupobuuk Kontpaxr ®apmakan Kopuopeiium, CIIA
(HdVIMeH}’B&HHﬂ BMP()(HHI(& ml(&pCbl(Ol’() sacoﬁy, KpﬂlHG IlOXOlI)I(CHIlH)
Breseno B YKpatny Tosapucrso 3 o6mexernow sinnosinansuicrio "Baiiep', inenr, wou:
22911794

(naitmenysauns Ta kox3a €PIOY wopuawutiof ocobu abo npissuiue, iM's, 1o Garkiosi disuol
0co6H ~ TianpuremIt, TT MicUe TIpoNcHBANKS Ta peecTpaLifnui Homep 0GmikoBoT kap Tk waTHIKa
niofariis a6o cepis Ta HOMep naciopTa)

IlpoTokon BisyansHoro konrpomo i 26,12.2023 Ne 4111/1.

3a pesyabTaTAMy JIEPKEBHOTO KOHTPOJIO BCTAHOBACHO, IO  Jixapchbkwi fciﬁ BBE3CHO B YRpaiHy 3

AOTPHMAHHSIM BAMOY 3aKOHOIRBCTBA 10O 3a6e3neuens akocTi nikapesiix 3acobis.

Lt

Haqamnmc

; _ Mukona XOJIOAEHKO
(nocanoad oco6a op1 0 KOHTPONIO) (mnr/p; (infuiann ta npissyme)

b .an, WALSE
@/ 04 B~




Cepmudpixam ananizy

Ha3sBa npenapaty: KAJIBIEMIH® ApxBanc TabeTiku BKPHTI 000/10HK0I0

Po3mip nakyBannsa: Ne30
Data pupobuuureas 07/2023
Homep no3uuii: 1600480
KuienT: Baitep

dopma fo3yBaHHs: TaONETKY
T poToxon Ne: 09235005

Kox npoayxry: 2843A

Howmep cepii: 367817

Tepmin npuaaTnocti: 07/2026

KinbKicTh, 103B0JeHa A0 peanizauii: 82296 ym.
Kpaina imnoprep: Ykpaina

Peccrpaniiine csizourso: UA/7110/01/01

Tect Cneuudikanist Pe3yabTat
Onuc OspanbHa Tabnerka, BKpUTa 0GOIOHKOIO POXKEBOTO KOJIBOPY, 3 Binnosinge
HONEPEUHOI0 HACIUKOIO MOCepeAuHi OHi€] 3 CTOPiH.
Slapo TaGnerka
Sapo 1,770 r = 5% cep. Bara 1,766 T 1,835
Cepenns inc raleTin Ta6nerxa 1,823 1+ 5% MiH. 1,750 T 18161
MaKc. 1,782 r 1,847r
Bimxunenus mMacu 18 3 20 TaGneToK HE TIOBUHHO
oF ut i :
Bipwiease Mas nepesuutyBaTH 5% Bif cepeaHpol MacH Ta§ner1cu. Tmfxn 2 BifoBHE
TabneTku 3 20 MOXKYTH MATH BiIXMIICHHS BiJl CEpEAHBOI MacH
He Ginpure 10%.
BrpaTa B Maci npu BUCYLUYBaHHI ‘ He Gimbiue 5% 1.1%
Posunnenus (Ca) He menme 75 % (Q) uepes 30 xB 118 %
Poznag TM-013 He Ginbure 45 XBrIMH Bianosigae
Ca Mg Zn
Biznosinae | Bignosizac | Bignosinae
Ca, Zn, Mn, Mg, Bop & Cu o ICP Cu Mn Boron
Binnosinae | Bianosigac | Bianosigae
Maxcumymu Tutasy (LOKCHE) Ha CeKTpi 3paska, Ti %
caMi, o it Ha cnexTpi cranjapty (Bubipkouit KOHTPOJIb N/A
Inenrndirauin TM-013 NpPOBOAMTHCSA AN Kool 10-1 cepil)
[IpOBOIMTLCS ONHOMACHO 3 TECTOM KibKiCHe
BU3HAUEHHSAM. I-I.ac BUXOJLY OCHOBHOTO MKy VitD3 na Biznosizae
XpoMaTorpami 3pasKy ChiBNafae 3 4acoM BUXORY
OCHOBHOTO iKY Ha XpOMATOrpami CTaHAapTy
FD&C uepponuit Ned0, FD&C Cniit Nel ta FD&C
YKosTuit Ne6 (BubipkoBHit KOHTPONb IPOBOAUTHCS [s N/A
koskuoi 10-i cepii)
Kaneuiit 90%-125% 100 %
(kapGoar & uHTpar) 3uayenns | 500 mr | Mexa 350Mr-625Mr 500 Mr
Manzin 3nauenns | 40 mr | Mexa Hecl2a%h L10 %
(oxcun) 36 Mr-50 Mr 44 mr
Mapranen (cynb¢ar) 90%-125% 105 %
3uavenns | 1,8 mr | Mexa 162Mr - 2.25uT 1.89 Mr
Kinbkicue Llunk (oxcuzm) 90%-125% 117 %
BH3IAYCHHSI TM-013 | Smavenua | 7,5mr | Meka —emg, 2o 375y 8.775 Mr
Bop (uarpito Gopar) 90%-125% 99 %
Suavientn | 250 ke | Meka =557 510 3 13mr 348 mic
Mize (oxcum) 90%-125% 109 %
3pauenns | 1,0 mr [ Mexa 0.9Mr-1,25mr 1.09 Mr
Bitamin D3 SnaeHHS 200 Nasica 90%-165% 153 %
MO 180MO-330MO 306 MO
3aransHa KinbKicTh
aepoOHuX . . .
Mikpoopramiamis He 6inswue 1000 KYO/r Binnosinae
M!Kpoﬁlon (TAMC) : USP<61>
oriuna 3aranpHa KinbKicTh
HHETOTA HAPIS/GEOBHX T8 He 6inbie 100 KYO/r Binnosinae
ruticeHeBMX rpu6is
(TYMC)
Escherichia.Coli USP<62> BincyrHicTe B 1 T Bianosizae

PoGoue nochnanns; QC-VMS-2023-0002/134;QC-VMS-2023-0050/102,118,QC-VMS-2023-0037/83-91; QC-VMS-2023-0054/34,
Iara: 20,09.2023

Micro-testing#RM19105; Lot #8;

5T THM caMHM CTBEPIYIO, LLO BHile3a3Ha4eHa iHopMallia J0CTOBIpHA | TOYHa,

Jlasa cepis npoykuii BupobeHa, BIIOUAIOUH YNIAKOBKY Ta KOHTPO/b AKOCTI Ha BUIIE3a3HAYEHIH ZiNBHHLI B MOBHI

i sinnoBimmocTi 3 BumMoramu GMP Micuesux

PerynsTopuux oprasis i y signosinsocti so cneundikauii PeecTpauiiitoro focke B Kpaini imnoprepi. [Ipokonu BUPOGHMLTBA Cepii, yNakoBKH i KOHTPONIO
skocTi nepersanyTi i Binnosinaiors Bumoram GMP. Vi BilXUIEHRS B cepii 6y1M 3aKpUTI TA BHECEHH B 3anMcH cepii.

Tepesipus: Karol Carreno
JHara: 20/09/2023

3arpepaus: LauraVargas
[ara: 20/09/2023




CEPTU®IKAT CEPII

KAJIBIIEMIH® Agxsanc
Cuna ail/akTHBHICTB:

Kanbuiti (xapboHaT KanbLito, LuTpaT Kanbiiio) - S00 mr/ 1 Tabnetka
Bitamin I3 (xonexansuudepon) — 200 MO / 1 tabnetka

Marsi#i (oxcup Marsiio) - 40 mr/ itabnerka

Llunk (oxcug uuuky) — 7,5 Mr/ 1 Tabnetka

Mins (oxeng mini) — 1 mr/ 1 Tabnerka

Mapraneus (cyns(ar Maprauiuio) — 1,8 mr/ 1 Tabnetka

Bop ( 6opar Hatpito) — 250 Mkr / 1 Tabnerka

@opma J03yBaHHs: TaOJIETKH BKPUTi 060JOHKOIO

Po3smip Ta Tun ynaxosku: 1o 30 taGierox y ¢umaxoni,
no 1 ¢aakony B ynaxosui

Cepist No: 367817

Koutpaxr ®apmaxan Kopnopeiimen

Kon npoayxry: 2843A

Kpaina supoonnk: CIIA
Kpaiua imnoprep: Ykpaina

Peecrpauiiine ceinourso Ne UA/7110/01/01

JlaTa BupoOHHLTBA: 07.2023

Tepmin npunarnocri:  07.2026

FOpuanyna aapeca i peais: 135 Anamc aseHio, Xormor, Hsto-Hopx, 11788, CLLIA

Homep B yniepcansniii cucremi Hymepauii aanux: 057795122

Anpeca Bupo6unuol aimuuui: 160 Kommepc [lpaits, Xonor, HLIO-PIOpK 11788, CILIA

ses

Homep aiuensii B yniBepcanbHiit cueremi nymepauii nanux: 968334974

PesynsTar ananisis noaaiotecs B ceptudikati ananisy.

Komenrapi:

ST THM caMuM CTBEIVKYIO, 110 BUIle3asHa4eHa iHopmaria JocTosipHa i TouHa.

Jlana cepis npomyKiii BUpo6ieHa, BIIOYAIOUH YTIAKOBKY T2 KOHTPOME SKOCTi Ha BHILE3a3HaueHI H JiNGHULI B NOBHIM BiAmoBiAHOCTI
3 Bimoramu GMP micuesux PeryistopHux oprauis i y siznoniasocti o cnemudixauii Peectpaiiinoro Aocke B kpaiti iMroprepi.
[Tpoxosy BUPOGHULITBA Cepil, Y TaKOBKH i KOHTPOJIO SKOCT neperniaHyTi i Bianosigalots BuMoram GMP.

YnoBsHoBaMEeHa 0coda

IM’st: Andrea Gonzakz

Tlocana/ 0608’ 3KH : Menedoicep 3 kKoHmMponio doxymenmayii giddiny 3abesneuenns axocmi

[Tignuc:

Ilara: 20.09.2023




Certificate of Analysis

Product Name : Calcemin Advance Tablets ‘ Product Code: 2843A
{[Package Size: 30 tablets in bottle Lot No. : 367817
Date Mfd 07/2023 Expiry Date: 07/2026
Item Number: 1600480 Quantity Released : 82,296 units
Customer : Bayer ‘ Importing Country : UKRAINE
Dosage Form : Tablet ' Marketing Authoriztion
Report No.: 09238005 Number : o 1IA/7110/01/01
Test . Specification ‘ Result
Description | Modified oval-shaped, bisected tablet film-coated rosy pink "~ Conforms
e ‘ ' ‘ " Core Fp
. Core:1.770 g £5% Ave. Wt [1.766 gm {1,835 gm
Average Tablet Weight .
5 e FP:1.823 g 5% Min 11750 gm |1.816 gm
» . Max, |1.782gm |1.847 gm
y TR i - :
Weight Variation 18 of 20 are within 5% of average u{clght am'i Zoof 20 may not deviate from Conforms
) average weight by £10%
~ Loss on Drying (IPC) NMT 5.0% T - 1.1%
Dissolution (Calcium) NLT 75% (Q) after 30 minutes ) - 118%
Method Ref. ) ) ) ) .
Disintegration TM-013 Max. 45 minutes e Conforms
’ : Ca o Mn
f
Minerals by ICP Conforms | Conforms Conforms
Mg & Roron U
: Conforms | Conforms Conforms
Identification - TM-013 Titanjum Dioxide by 1CP (Performed on every 10% Tot)
: The titamium peak obtained for the sample corresponds to that obtained for the Not Applicable
standard
Retention Time (RT) of the major peak of Vit D3 in the chromatogram of the '
assay preparation correspond to that in the chromatogram of the standard Conforms
preparation
Dycs Yellow#6, Red#40,Bluci1: Pc‘rhCPC procedure to be Not Applicable
s 3 . performed every 10 lot
f Caleium (Carbonate]|” i _ 90%-125% 100%
& Citeate) i » Label: 500 mg Liit: T30 e 625 g “500 mg
) X 90%-125% 110%
sium (Oxide : Amit: i " -
Maguesium (Oxide) | Label 40.mg . Linait 36 mg 505 4amg
90%-125% i 105%
Manganese (Sulfat : : imit: :
anganese (Sulfate) Label ‘ 1.8 mg Limit; 63 me 235 0ig ; T8o g
. . TR ) ) oL 90%-125% ) 117%
Assay : 7ine (Ox3 TM-013 Label: ) Finin - . :
Y : Zine (Oxide) ‘ » Tabel 7.5 mg I m‘ny N 75 me 9575 mp 85775 mg
. o X ) - 90%-125% 99%
Boron (Sodium borate) Label: 250 ug Limit: 535 ug - 313 1o S T
. ) e T 90%-125% o 109%
Copper (Oxid: Label: . ATt i
Gyt (Crice) Label: | 10mg | Limi 0o ma-125m8 708 mg
" " ) 4 L. 90%-165% 153%
A% ol s
nf:mm Dy ’ Label: . 200 TU Limit: T80T 33010 580
: ‘Total Acrobic Count Max 1000 cfivg Conforms
Microbial [Total Yeasts & Moid|) USP<61> N
. 4 Conform
Analysis Saiint Max IOQ ‘cifq/g forms
Escherichia coli UsP<62> Negative/s : Conforms
. . QC-VMS-2023-000211 34; QC-VMS-2023-0050/102,118; QC-VMS-2°23-0037183~91 + QC-VYMS-2023- .
Work Ref.: Vol Pago: 0054/34; Micro-Testing#: RM19105; Lot#8 Date: &0/
i hereby éeri‘i['}" that tlie above information is authentic and accurnte, This batch of produst has been fabricated/ factured including packaging and quality control at the above mentioned site in full compliance
vith the GMP requirements of the local Regulatory Authority sod with the specifioations in the Marketi Authorization of the importing country. The batch pr ing, pckaging and analysis was performed in
complianee with GMP. Ay deviations associated with this batch fave been closed and filed with the batch record.
X . -t o o ! L gt Q'
Verified by: if/az rer ! (orrenco Approved { ) HJ}O, \'f [} tp(f’/ﬂ (*%»M)
D H v § o iy 2y i . ) syt s
ate: pgjaofeoe i _ v Date: oG/ 207.5
TSR0 SR S Pagsl o N




CALCEMIN® ADVANCE

Strength / Potency:
Calcium - 500 mg
Vitamin D3 — 200 IU
Magnesivm — 40 mg
Zinc — 7.5mg
Copper — 1 mg
Manganese — 1.8 g
Boron — 250 meg

Dosage form: film-coated tablets

Package size and type: bottle No.

Batch number: 367817

CONTRACT PHARMACAL CORP.

BATCH CERTIFICATE

30 tablets in bottle; 1 bottle in pack

Product Code number: 2843A

Manufacturer country: USA

Importing country: Ukraine

Marketing authorization number: UA/7110/01/01
Date of manufacturing: 07/2023

Expiry date: 07/2026

Contract Pharmacal Corporation
Legal address and release: 135 Adams Avenue, Hauppauge, NY 11788, USA
Data Universal Numbering System Number: 057795122

Address of manufacturing: 160 Commerce Drive, Hauppauge NY 11788, USA
Data Universal Numbering System Number: 968334974

Results of analysis are provided in the attached Certificate of Analysis.

Comments:

I hereby certify that the above information is authentic and accutate. This batch of product 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 Registration Dossier or Marketing Authorization of the
manufacturer country or importing country, if product was imported, 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.

" Authorization of Batch Release

Name: fj«&\/\i(f'&ffi,ﬁk Crovagale |

Positionftifle: St iost . QA Tncowget (ool
Signature: | e

Date:  stgneynoed 20, 2027




JEPIKABHA CJYKBA 3 JIKAPCBKHUX 3ACObLIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hagii Caitnnunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog CJIPTIOY 37079055

BUCHOBOK
npo AKICTb BBE3EHOT0 B Y KpaiHy JIiKapcLKoro 3acoby

04.04.2025 Ne 17250/25/26

KAJBUEMIH® AABAHC

(HafiMerysais aikapeLroro Jacoly sriuo 3 peceTpariiHUM NOCRLTHCHIAM)
TA0IETIKH, BKPUTI 000J10HK010, 110 30 Tadacrok y ¢aaxoni, no 1 puraxony B KapToHHii
Kopooui

(hopMa BHIYCKY. JO3YBAIHS, BUA NaKyBarts 1ikapchkoro 3aco0y)
Homep peectpauiiioro nocsinuenus UA/T110/01/01 crpok aii peccrpauifinoro nocaiasenHs HEOOMEKCHHH
Cepis jiikapebkoro sacoBy Ne 499359 KinbkicTs BBE3EIOr0 Bikapeskoro sacoby 51288

BUpoSHUK Kontpaxt Qapmakan Kopnopeliwn, CLIA

(HafiMeHy BRI BHPOOHUKA AIKAPCLKOro 32c00y, KpalHa NONOUKCIHA)

Bueseno B Y kpainy ToBaApUCTBO 3 OOMEIKCHOO pinnosinanpnictio "baiicp" . inenr. xon:
22911794

(tadivcHypanus Ta ko 3a CAPTIOY opuanuiol 0coln abo npisprLic. in's, 110 Garbrosi
Bizuuuol ocobu - nLUIpHEMIG, Ti Micue npoRUBaHHA TA peccTpaltifinii noMep 00:1ik0BOY
KapTKH IDTHUKd (olarkis ado Cepis ra HOMEP 11aC1opTa)

TIpoToKO BisyaiLHOTO KOHTPOAIO Bid 07.03.2025 X2 520/01.10-25/1.
JlaBopaTopHui aHasli3 AKOCTI SHKAPCLKOrO 3aco0y 3aiHcHeRN:;

I "LientpansHa naGopaTopis 3 aHanisy axocTi JikapehKux 2acobis { meanHunol HpouyKiii”
(m.Kuis, Byn. Kyapssebka 10r m.Kuis, By, Kynpsascska 8B Kuisebia 06:14cTb, €. Hogi
Ilerpisui, By Isana Ppauxa, 19)

(HGFMCHY BAMNS T3 MICHC3HAXO/LRCHUY aafoparopti. 1o nponcaa nadoparopuuit anaiii g KOCTH)

BICHOBOK LIOAO SKOCTI NKAPCLEQTO 3acoBy, ArAaHNI nadopaTopieio vin 28.03.2025 Ne 0442
Pesynbratu 1aGopaTopHOTe aHasnisy s KOCTI NiKApCHKOTO 3ucoBy 3a NEPEBIPEHNMM HOKAUNKAMM BINIOBIAAIOTH
BHMOTEM METOMLIB KOWTPOILIO SKOCTI (aHaRITHYHO-HOPMATHBHOT AOKYMEHTaLLT).

3a  pesylbTaTaMM NEPKABHOIC KOHTPOMO  BCTAHOBACHO, MO aikapebkuil  3acid  BBE3ICHO B Ykpainy 3

ﬂOTpHM‘dHH}lM
Y 7

LOAABCTEE o a0 3a0e3NeUeHHs akocTi Jiika nx sacodis.

(iniiais T npiasmne)







Certi icate 0 Anal sis

IProduct Name : Calcemin Advance Tablets Product Code: 2843A
Package Size: 30 tablels in bottle Lot No. : 499359
Date Mfd : 10/2024 Expiry Date: 10/2027
[tem Number: 1600480 Quantity Released : 82,176 units
Customer : Bayer Importing Country : UKRAINE
Dosage Form : 'Tablet Marketing Authoriziion
Re ort No.: 12245006 Number : UA/7110/01/01 i
Test Specification Result 3
Description Modified oval-shaped, bisected tablel film~coated rosy pink Conforms K
Core Ep
s Core: 1,770 ¢ 5% Avp Wt 1.762g 18019
Average Tablet Weight FP:1.823 g £5% Mo 1736g 17829
Max. 1.791g 1.828¢
o b £5% of : . 5 ,.
Weight Variation 18 of 20 are within £5% of average ujelght and 2 of 20 may oot deviatc from P T—
average weight by =10% B
L.055 on Drying (IPC) NMT 5.0% 2.2% B
Dissolution (Calcium) NLT 75% (Q) after 30 minutes 9%
Method Ref. -
Disintegration TM-013 Max. 45 minutes Conforms B
Ca Zn Mn )
Minerals by ICP Conforms  Conforms Conformew
My Boron co
Conforms ~ Conforms  Conforms
Identification TM-013 Tianiem Pioxide by JCP (Perforned on svery 107 fut)
The titanium peak obtaincd for the sample comesponds tu that obiained for the Not Appticable
standard
Retontion Time (RT) of the major peak of Vit D3 in the chromatogram of the
] assay proparation correapand to that in the chromstograc of the standard Conforms
preparation
1 Dyes Yellow#6,Redti40,Blue#1: pe;cyc provedure to be Not Applicable E
| performed every 10 lot "
‘ Calciam (Carbonate . ) _ 90%-125% 115%
& Citate) Labely 300w, ML 450 mg -625 mg 575 mg
90%-125% 114%
iurn (Oxide! : 40 mg imit:
Magnesium (Oxide) Label mg Limit 36 me 50 mg 48 mg ]
90%-125% 98% ]
Mang If: 1 . imit;
anganese (Sulfate) Label 1.8 mp Limit 1.62 mg 2.25 mg 1.76 mg -
90%-125% 105%
Assay Zi ide TM-013 " 5 it B
¥ Zinc (Oxide) Label: 7.5 mg Limit 6.75 mp 9375 mg 7.875mg -
& . 90%-125% 107%
Sodi ; imit: =
Boron (Sodium borate) Label 250 ng Limit; 225 ug - 313 g 268 g
. . i 90%-125% 104%
Copper (Oxide) Label: 1.0 mg Limat: 0.9 mg-125mg 1,04 mg
s . Lo 90%-165% 161%
Viwmin Dy Lahbcl: 200 JU Limit: 180 TU -330 U 322 |U
Tatal Aetobic Count Max 1000 cfu/g Conforms
i i T s & <61> -
Microhial  Total Yeasts & Mold USP<61 Max. 100 cfu/e Clonforiné
Analysis Counl
Escherichia coli USP<62> Ne ative/ Conforms
. QC-2024-0348/68, QC-2024-0379/3-4; QC-2024-0366/8; QC-2024-0325/184; QC-2024-0249/136, X
Work Ref.:  Val/Page: QG-2024-0353/157; Micro-testing# RM25724; Lot 4 Date : I262es
hereby certify that the zhave information is authentie and accusate. This batch of product Tias been tabricated/manufacturcd,including pact and quality conrrol at die gbove mentioned site in full compliance B
‘th the GMP requi of e local Regulatory Authority and with the specificntions in the Marketing Authorization of the importing country. The bateh processing, packaging and analysis was performed in
ompliance with GMP. Any doviations associuted with this batch have been clased amd filed with the batch record.
Verified by: Approved ;
Date: Date :

2843A-459359-Ukraine-30 Page1 of 2



CONTRACT PHARMACAL CORP.

BATCH CERTIFICATE

CALCEMIN® ADVANCE Product Code number: 2843A
Stremgth / Potency: Manufacturer country: USA
Calctum  — 500 mg

Vitamin D3 - 200 [U Importing country: Ukraine

Magnesivm - 40 mg
Zine - 7.5 mg
Copper— 1 mg
Manganese - 1.8 mg
Boron — 250 meg

Dosage form: {ilm-coated tablets Marketing authorization number: UA/7110/01/01

Package size and type: bottle No. 30 tablets in bottle; 1 bottle inpack  Date of manufacturing: 1072024

Batch number: 499359 Expiry date: 10/2027

Contract Pharmacal Corporation
Legal address and release: 135 Adams Avenue, Hauppauge. NY | 1788, USA
Data Universal Numbering System Mumber: 057795122

Address of manufacturing: 160 Commerce Drive, Hauppauge NY 11788, USA
Data Universal Numbering System Number: 968334974

Results of analysis are provided in the attached Certificate of Analysis.

Comments:

I hereby certify that the above information is authentic and accurate. This batch of product 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 Registration Dossier or Marketing Authorization of the
manufacturer country or importing country, if product was imported, or product specification file for investigational
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found 1o be in compliance
with GMP.

Authorization of Batch Release

Name: A D

Posiiow/title: oo 7 aoab b

Siunature:

Datec,

2843A-499359-Ukraine-30 Page2 of 2




Cepmudikam ananizy

Hazea npenapaty: KAJIBUEMIH® Apamanc TadaeTku BKpUTI 06010HKO10 Konx mpoaykry: 2843A
Po3mip naxysannusn: Ne30 Homep cepii: 499359
Jara Bupodnunrsa: 10/2024 Tepmin npuparnocri: 10/2027
Homep nosuuii: 1600480 Kinbkictn, fo3sosiena jao peajizauii: 82176 yr.
Kutienr: Baiiep Kpaiua iMmnoprep: Yxpaina
Mopma Ko3yBaHHM: TabNETKU Peecrpauiiine ceinourso: UA/7110/01/01
Tpororon Ne: 12245006
Tect Creundikanis PesynbTar
Onuce OsanbHa Tabnerka, BKpUTA 060IIOHKOIO POKEBOTO KOMLOPY, 3 Binnosinae
IOTIEPETHOIO HACIYKOIO MOCEPEIMHI OJHIET 3 CTOPIH.
Slapo Tabnerka
Cepemua Maca Tabierseu Sapo 1,770 r £ 5% cep. Bara 1,762t 1,801 r
Tabnerka 1,823 r+ 5% MiH. 1,736 1 1,782 r
MakKc, 1,791 r 1,828 1

Biaxunenus macu 18 3 20 TabneTok He NOBHHHO
niepesnuLyBath 5% Bix cepenunoi macu Tabiierku. Timsiu 2
TabneTkH 3 20 MOXYTH MaTH BiIXMIICHHS Bifl cepelHbol Macu
ne 6inpie 10%.

Bixxwnenus B maci Bianosinac

Brpara B Maci npu Bucymysasui He 6inswe 5% 22%
Po3uunenns (Ca) He menute 75 % (Q) uepes 30 xz 99 %
Po3man TM-013 He Ginblue 45 XBUIMH Bixrosijsae
Ca Zn Mn
Binnosigae | Bignosigac | Bignosinac

Ca, Zn, Mn, Mg, Bop & Cu 1o ICP Mg Soroi Cu

Binnosinac | Bignosigac | Bianosinac

Makcumymn Turany (JIIOKCH) 11a CTICKTPI 3paska, Ti #
cami, o i 1a cnekTpi cranpapTy (BHGIpKOBHIT KOHTPOIIL N/A

Inentudirauis TM-013 TIPOBOMHTLES IS KOXKHOT 1 0- cepii)
TIpOBOAMTLCA OJHOHACIIO 3 TECTOM KilibKicle
BH3HauyeHHaM. Yac Bruxoay ocHosuoro niky Vit D3 ua
XPOMATOTPaMi 3pasky CHBIALAC 3 YACOM BUXOLY
OCHOBHOTO iKY Ha XpoMaTorpami cTaHaapTy

Bianosinae

FD&C uepsonnit Ned0, FD&C Cuniit Nol ta FD&C

Korruii Ne6 (BuGipkoBHit KOHTPONL NPOBORUTLCS 1M N/A
koxHoi 10-1 cepif)
Kanbuiit 90%-125% 115 %
1A CHE RV
(kapGonat & wrpat) 3uavenns | 500 mr exa A50MI-625ME 575
Maruiii 90%-125% 114 %
(oxeH) 3navenns | 40 Mr | Mexa 36 vr - 50 mr prae
Mapranet (cynbdar) ) 90%-125% 98 %
3navenns | 1,8 Mr | Mexa T 62mr - 2.25m7 176 mr
Kinbkicne LInHk (OKCHI) e 90%-125% 105 %
BH3HAYCHHSA k1013 SHANEHIE, ||| T OME | eia 6,75Mr—9,375mr 7.875 mr
Bop (narpiio Hopar) ) 90%-125% 107 %
3nauenns | 250 mxr | Mexa 0.225M-0.3 1 3wir 268 mrer
Mine (oxcnx) e ) v 90%-125% 104 %
3Haucuust 1,0 Mr | Mexa 0.9m-1 25mT 104 wr
Biramin Da S 200 |y 90%-165% 161 %
et Mo | T 180MO-330MO 322 MO
3arajibHa KiJIbKICTb
_[aepoliny He Gimbie 1000 KYO/r Binosigae
MiKpoOpTaHi3MiB
MI'KpﬂﬁlOJl (TAMC) ' USP<61>
oriuna 3arabHa KijbKicTb
mcroTa ﬂ.p DILKOBHX T2 He 6imbuic 100 KYO/r Bianosijae
niliceHeBHX TpubiB
(TYMQO)
Escherichia.Coli USP<62> Bincyrnictb B I 1 Biarosijac
PoGoue nocunanns: QC- 2024-0349/58; QC- 2024-0379/3-4; QC- 2024-0366/8; QC- 2024-0325/181; QC- 2024-0249/136; QC- 2024-0353/157;
Micro-testing#RM25724; Lot #4: Hara: 27/12/2024

STTum canum CTBEPIRYI0, WO BHILCIASHACHA indopmattis qocrosipna i TouHa,
Jaua cepis |1p0uyl<u1| Bnpo(ncua BKINOUAIOUH YNAKOBKY Ta KOHTPOJb AKOCTI Ha BHILE3asNaueniit b B nosuiil sianosimiocti 3 siumoramn GMP micuesix
Perynumpwx oprdum iy Bignosinuocti 110 cncum[m(aun 'Pcccxpwmnoro J0Che B 1(pmm imnoprepi. TIpokonu nupoﬁnnuma cepii, YIAKoBKY | KOHTPOIIO

}IKOC” TICpCTist i BUI”OBUIQIO GMP XHHC"”}I B Cbpll 6yJ'IH 3’1K[)MH Ta B"CLL"“I B 34I1THCH LL])H
Tlopeipws I Arol Carrent : 3areepuBs: LauraVargas
Jlara: 27/12/2024 Hara: 27/12/2024
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CEPTU®IKAT CEPIi

KAJIBIIEMIH® Apsanc Ko npoaykry: 2843 A
Cuua git/akTUBHIiCTD: Kpaina supo6uuk: CLUIA

Kpaina iMmmoprep: Yxpaina
KatbItiil (KapBoHaT KatsUito, UHTPAT KalbLi) - 500 Mr/ | Tabuerka
Bitamin /13 (xosekansitidepon) — 200 MO / 1 rabierka
Maruiii (oxena Maruio) - 40 mr/ lrabnerca
Lnnk (oxen1 nHuKy) —~ 7,5 Mr/ 1 Tabnerka
Miub (oxeuy Mini) — | mr/ 1 rabnerka
Mapraneus (cynsgar Mapramuo) — 1,8 mr/ | Tabnetka
Bop ( 6opar natpito) — 250 mxr/ | Tabnerka

Mopma 103yBaHHsA: TAOICTKH BKPUTI OOOJIOHKOIO Peccrpauiiine ceijorreo Ne UA/7110/01/01

Posmip Ta THi ynakosikH: 110 30 tabnerok y duiakoHi, Jara supoduunTBAa: 10.2024
no | dmakony B yrakosui

Cepist No: 499359 Tepmin npuparuocri:  10.2027

Kourpakr ®apmaxan Kopropeien

I0Opuanuna aapeca i pexiz: 135 Anamc aBento, Xornor, HB}O-MO[)K, 11788, CLIA
Honep B ynisepcanbniii cucremi nymepanii gannx: 057795122

Aupeca Bupobunyoi pinbauui: 160 Kommepc Hpaiie, Xornor, Huio-Fopk 11788, CLLIA
Hownep minensii 8 ynisepcansniit cucremi nymepanii ganux: 968334974

PesynbTaT aHaimli3iB J0JaloThes B cepTH(ikaTi aHarizy.

Komenrapi:

ST THM caMHM CTBCPIKYIO, IO BHILC3a3HAYCHA iH(pOpMaLis JO0CTOBipHa | ToUHa.

Jlana cepis npoayxiii BUpoOIeHa, BKITIOUAIOYH YITAKOBKY Ta KOHTPOIL SKOCTI HA BHILE3a3HAMCHI I HINBHHUII B TTOBHIH BiAMoOBiAHOCT
3 BuMoramu GMP mictieBux PerynsTopHIX OpraHig i y BUIMTOBIIHOCTI jio cricumdikaiiit PeectpaitiiiHoro jocke B KpaiHi iMrtoprepi.
TTpokony BUpoOHULUTBA cepil, YIAKOBKH I KOHTPOIIO SKOCTI HeperiiauyTi | Bianosinaiors Bumoram GMP.

YnosHoBaxeHna ocoda

IM’s1: Andrea Gonzalez

Focana/ 06oB’st3xu : Menedoicep 3 konmponio dokymenmayii ¢iddiny 3abesneyenns akocmi

i

Jara: 27.12.2024



http://www.tcpdf.org

