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E-mail; dls lcyvadls gov.ua, Kon CIPTIOY 37079055
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Howmep peccrpailiHoro mocsigueHns UA/7 110/01/01 CTPOK i1 peecTpaliiHoro TI0¢BIIMEHHA HEO OMeEKEenuH
Cepis nixapcskoro sacoby Ne 367817 Kinskicrs sBeseroro Jiikapcskoro 3aco6y 78000

BupoGHuk KOHTpaKT Dapmaxar Ko IIOPGI{IJIH CLUA

(HalMenyBaKHs BAPOGHNKE mlcapcarcoro sacoﬁy, xcpama :mxomxcemm)

Baeseno 8 Yipalay Topapuerno 3 o6menenoro sinnosigansnicrio "baitep", | ineuT. Kou:
22911794

(Haﬁmenyisamm T8 KON 24 €,!ll’l IOY iopmmquo: ocobu 260 rrplzmnue iM's, 110 oaTmcom 1}uwmol
ocobu - rHanpuemiy, 1 Micue: nponmnanm Ta pLGC‘rpdeHHH Homep OGiKoBOT KAPTKK INATHXKA
noaTkis abo cepis Ta HOMED NAcHopTa)

.

Iporokon sisyansHoro kKorTpomo 5ix 26,12.2023 Ne 4111/1.
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Hassa npenapaty: KAJIBIIEMIH® AaBauc Taéierku Bkputi 00oa0nKcoi0 | Koa nmpoaykry: 2843A
Po3mip naxyBanus: Ne30 1 Homep cepii: 367817
aTa pupoOnuyrea: 07/2023 Tepmin npuaatHocti: 07/2026
Homep nozuuii: 1600480 ﬂ KinbkicTs, 403B0JIeHa A0 peanizauiit 82296 ym.
Knient: baiiep Kpaina imnoptep: YkpaiHa
dopma J03yBaAHHS: TaONETKH Peectpaniiine cizourro: UA/7110/01/01
Mporokon Ne: 09235005 R
| Tect Cneundikauis Pe3yabTaT
Onuc OpanbHa Tabnerka, BKPUTA 0GOIOHKOIO POKEBOT0 KONLOPY, 3 Binmosinae
" MOXIEPEYHOI0 HACIMKOIO IO CEPEANHI OJHI€ET 3 CTOPIH,
Aapo Tabnerka
Snpo 1,770 r = 5% cep. Bara 1,766 T 1,835
Cepeanst Maca TadaeTKH Taonerka 1,823 r = 5% MiH. 1,750r | 1,816
o MaKc, 1,782 r 1,847 r
Bimxunenns macu 18 3 20 TaGAETOK HE NTOBUHHO
BiaXHICHHS B MAC nepeBHILyBaTH 5% BIA ;cpem:mo'i MacH Taﬁnerfcn. TiJI'I.:RH'.ZH Binmosinae
TabneTky 3 20 MOXYTh MaTH BIAXHICHHS BIA CEPEIHBO1 MaCH
. ue 6inpmre 10%.
BrpaTa B Maci NpH BUCYILYBAHHI He 6imbue 5% 1.1%
| Posunnenns (Ca) He menme 75 % (Q) uepes 30 xB 118 %
Po3naj TM-013 He 6inbuue 45 XBHWINH Bianosizae
| Ca -~ Mg Zn
Bignosizae | Bignosizac | Bignosinae
Ca, Zn, Mn, Mg, bop & Cu o ICP Co | Mo Boror
N ) Binnosinae | Bianopigae | Binnosijgae
Maxcumymu Tutany (JiOKCHZ) Ha CneKTpi 3paska, Ti XK
cami, wo # Ha cnexTpi crangapty (BubipkoByuit KOHTPOJb N/A
IxenTudikauis TM-013 npoBOAUTECs A KoxHol 10-{ cepii)
TTpoBOAMTHCS OGHOMACHO 3 TECTOM KiJIbKICHE
BH3HAUSHHSAM. F[ac BUXOJlY OCHOBHOTO MIKY Vit D3 Ha Binnosizae
XpoMaTorpami 3pa3Ky CmBnajac 3 HacoM BHUXO LY
~ OCHOBHOTO MiKY Ha XpOMATOrpaMi craHaapTy ]
FD&C uepponuii Ne40, FD&C Cuniit Nel ta FD&C
YKopTuit Ne6 (BHOipKOBHIA KOHTPO/b NPOBOAKTHCA A1 N/A
o o xoxdoi 10-1 cepii) |
Kams L Suauenus | 500 Mr | Mexa 0%-125% 100 %
(kapOoHar & uuTpar) 450Mr-625Mr 500 Mr
Marnin 3pauenns | 40 mr | Mexa 0%-125% 110 %
(okcua) | | 36 Mr - 50 mMr 44 mr
Mapranen (cynbdar) 90%-125% 105 %
3Hauenda | 1,8 Mr | Mexa 1.62Mr - 2.25Mr 1.80 Mr
{KinbricHe Llnnk (oxcuxa) e x| 90%-125% 117 %
BU3NAYCHHS IM-013 _BHaquHH 7,5ur | Mexa 6,75Mr—9,375Mmr 8.775 Mr
~ Bop (uarpixo Gopar) Meska 90%-125% 99 %
0,225Mr-0,313Mr 248 mxr
Mine (oxcum) 00%-125% 109 %
Mex@ ™5 omr-1,25mr 1,09 Mr
Bitamin D3 ] Mesca 90%-165% 153 %
_ _ bBe o 180MO-330MO 306 MO
3aranpHa KibKicTs § > 21
aepo GHUX I 3. 2 . :
MIKpOOpraHIZMiB f neire 1000 KYO/r Binnosinae
MikpoGion (TAMC) & .
oriuna 3arajipHa KiJbKICTh
AHeToTa APLKIVKOBHX 12 He 6inpe 100 KYO/r Bianosigae
IJliceHeBHX rpHOIB
_(TYMC) | | | i o |
Escherichia.Coli USP<62> BigcyrHicTE B 1 T Bignosixae
Po6oue nocunauna: QC-VMS-2023-0002/134,QC-VMS-2023-0050/102,1 18:QC-VMS-2023-0037/83-91; QC-VMS-2023-0054/34;
Micro-testingfRM19105; Lot #8; Hara: 20.09.2023

ST THM CaMuM CTBEpIKYIO, IO BUllle3a3HaveHa iHdopMallia A0CTOBIpHA | TOYHA.

+ Jlana cepis npoaykuii BupoOneHa, BKIIOUA0UH yAKOBKY T4 KOHTPOJIb AKOCTI Ha BUIIE3A3HAYCHIH AinbHHLi B nosHii BianosiaHocTi 3 BuMoramu GMP micuesux
PerynsTopiux oprakisi y sianosiaHocTi Ao cneuudixauii PeecTpauiiHoro Zoche B kpaiHi imnopTepi. [Ipokony BUPOOGHHLTBEA Cepii, yNakoBKH 1 KOHTPOJIO
skoCTi mepernaHyTi i signosinaiors Bumoram. GMP, Yci BIZXUIICHRS B cepii GyJM 3aKpuTi Ta BHECSHHI B.3aMUcH cepil.

|eperipus: Karol Carreno 3arBepanB: LauraVargas

Ilara: 20/09/2023 S . Jara: 20/09/2023




KAJIBLIEMIH® A xsanc. Kon npoayxry: 2843A

Cusia aii/akTHBHICTb: Kpaina pupoouuk: CILA
Kpaiua imnoprep: YkpaiHa

‘Kanbuiii (kapGoHaT KanbLifo, HTpaT Kaiibiliio) « 500 Mr/ 1 Tabnerka

Bitamin JI3 (xonekansuudepon) — 200 MO / 1 tabnetka.

Marsi# (oxcup martio) - 40 mr/ 1Tabnerxa

Llunx (oxcug unHky) —7,5 mr/ 1 Tabnetka

Mins {oxeug Mini) — 1 Mr/ | Tabnerka

Mapraseus. (cyasdhar Maprasuio) — 1,8 Mr/ 1 Tabnerka

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

Mopma a03yBanHs: TAGIETKH BKPUTI 000IOHKOIO Peccrpauiiite ceigourso Ne UA/7110/01/01

Po3smip Ta THR ynakosKu: o 30 Tabnerok y drakosi, Jlata Bupobunursa:  07.2023
o 1 ¢nakoHy B yNaKkoBLil

Cepin Ne: 367817 Tepmin npuaatuocti: 07,2026

Koutpaxr Gapmaxan Kopropeiimen

FOpuauyna aapeca i pe‘.u‘ia' 135 Anamc asento, Xoror, Hoto-Hopxk, 11788, CLIA
Homep B ymBepcaanm cucremi nymepauii ganux: 057795122

Anpeca BHpOﬁHH'{OI ainsnuni: 160 KomMepce I[pauﬂ Xoror, I—Imo-ldoplc 11788, CILLIA
Homep ninensii B ynisepcanbHiii cucremi nymepauii xanux: 968334974

Pesynbrar ananisis 10AAI0TECS B cepTHdiKaTi anamisy.

Komenrapi:
Sl ™M camuM CTBep,u}Kylo 110 BHINE3asHAYEHa iHpopMAaLid JOCTOBIpHA i TOHHA.
Hana cepia nponyrcuu BHpOOJICHA, BKJIIOYAIOYH yNaKOBKY Ta KOHTPOII 4KOCTI Ha BUIE3a3HAYEHI M AINBHULI B MTOBHIN BiATIOBi AHOCTI

3 sumoramMu GMP micueBux Perymmpﬁmx opraHis i y BiAMOBIAHOCTI 210 cieuudixaniit Peectpauiiftoro aocke B kpaidi imroprepi.
[pokony BUPOOHULITBA cepil, Y aKOBKH i KOHTPOJIIO SKOCTI neperyisHyTi i Bianosigaiote BuMoram GMP.

YoBHOBAXKEHA 0C00a

IM’s1: Andrea Gonzakz

Tocana/ 060B’I3KH : Menedoicep 3 kKoHmponio dokymenmayil 8idoiny 3abesneyeHts AKocmi

[Tinnuc:

Hara: 20.09.2023
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l’mduct Name " Caloomin Advance Tablets - | - Product Cade' )  2843A
Pdckage Size: 30 tablets in bottle Lot No. : 367817
{Date Mfd : 07/2023 .- Expiry Date: 07/2026
{ftem Number: 1600430 Quantity Relecased : 82,296 unils
lCustomer:  Bayer | Importing Country :  UKRAINE

| l)m'age I‘nrm : l ablet "' Marketing Authoriztion
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Qc-vms-zozz-omzz134 QC-VMS-2023- 00501102, 115 QC-VMS-2023- 0037/83- o1 QC-VMS 2023
Work Ref.:  Vol/Page: 0054/34; Micro Testmg# RM19105; Lot#8 Date . 9/20/23
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CALCEMIN® ADVANCE Product Code nuniber: 2843A

Strength / Potency: Manufacturer country: USA
Calcium - 500 mg

Vitamin D3 — 200 IU Importing country: Ukraine
Magnesivm —40 mg

Zinc— 7.5 mg

Copper — 1 mg

Manganese — 1.8 mg

Boron — 250 mcg

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

Batch nomber: 367817 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 accurate. This batch of product has been manufactured, including
packaging/labeling and quality contro] 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
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