AEPKABHA CIYKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanif Ceirmuumof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €/IPTIOY 37079055

BHUCHOBOK
1po AKICTH BBE3EHOro B YKpainy JikapebKkoro 3acoly

26.12.2023 Ne 67349/23/26

KAJBIEMIH® ATBAHC

(maliMenyBaHa JTiKapebxoro 3acoby aringo peeeTPANiiEUM NOCBINMERnHIM)
Tabaerkn, Bpuri 060a0HK010, 10 30 Tabaerox y Guaaxoni; no 1 gpaaxony B xapronHii

KopoOui
(Qopma BUNYCIY, HO3YBAHHS, BUN NAKyBaHHs NiKapohKOro 3ac00y)

Homep peeetpauitinoro nocsizuenns UA/7110/01/01 erpox aii peecrpauiituoro nocsinuenns HEOOMeEKEHUH

Cepis nikapeskoro sacoGy Ne 367817 Kinskicrs sBesenoro nikapeskoro sacoby 78000
Bupobuux Kownrpaxt ®apmaxai Kopuopeitum, CLHA
(HajiMeRyBAHHS BAPOGHUIA MKEPCHROTO 3ac08Y, KpalHa [tOXO/DKeHIS)
Baeseno 8 Vkpainy TopapueTso 3 o6menceroro BignosinansuicTio "baitep", inenr, won:
22911794

(naitvenyasns Ta ko 3a €PIIOY opuawunof 0cobu aGo TpiaBHILE, iM'A, o Garkicosi hisusmHol
0co6H - TiAnprEnl, T Micue npoxBaNHg Ta peecTpaiinuil nomep 0Gaixonol kapriy naaTHMKa
nofariis 460 cepis Ta HOMEp nacopTa)

IpoTokon isyansHoro konrpomo sin26.12.2023 Ne 4111/1.

3a pesyisTaTAMH  AEPKABHOTO KOHTPOJIO BCTAHOBNECHO, WO Jsixapeeku \?«016 BBE3EHO B VYipaluy 3
AOTPUMAHHSIM BUMOT 3aK0HOIABCTBA OO 3a6e3reuenus axocTi Nikapekyix 3acobis,
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Cepmudhixam ananizy

Po3mip naxysanus: Ne30
Harta supoGuunrsa: 07/2023
Homep noszuuii: 1600480
Kuienr: baitep

@opma 103yBAHHs: TaONETKH
TpoTokoa Ne: 09235005

HasBa npenaparty: KAJBIEMIH® Apxpanc TabaeTku BRpuTi 000J10HK010 Koa nponykry: 2843A

Homep cepii: 367817

Tepmin npuaatrocti: 07/2026

KinbkicTs, fo3B0JicHa Ao peanizauii: 82296 ym.
Kpaina imnoptep: YkpaiHa

Peecrpauiiine ceizourso: UA/7110/01/01

TecT Cneuundikauis Pe3yabTat
Onuc OpansHa TaGnerka, BKpuTa 0GOIOHKOK POIKEBOTO KOJBODY, 3 Binnosinae
HIONEPEUHO0 HACIUKOIO MOCepeAnH] OAHieT 3 CTOPiH.
Slapo Tabnerka
Slapo 1,770 r = 5% cep. Bara 1,766 T 18351
Cepeanst maca TaGacticu Tabrerka 1,823 r+ 5% MiH. 1750r | 1.816r
MaKc, 1,782 1,847 r
Bimxunenss Macu 18 3 20 TabneToK HE TIOBHHHO
o) s . .
Biaxurenns B maci nepeBUIyBaTH 5% Bif cepearboi MacH Ta§ner1m. Tmfxn 2 Binrnosizac
TabneTky 3 20 MOXKYTH MaTH BiIXHICHHS BiJ CepeaHpOl Mack
ue Ginsure 10%.
BrpaTa B Maci NnpH BHCYLIYBaHHi He Ginsue 5% 1.1%
Posunnenus (Ca) He menme 75 % (Q) uepes 30 xB 118 %
Poznag TM-013 He Ginbiue 45 XBUIHH Binnosizae
Ca Mg Zn
Bignoeinae | Bixnosinac | Bignosigae
Ca, Zn, Mn, Mg, Bop & Cu no ICP Cu Mn Boron
Bimmosinae | Binnosiaac | Binmosigae
Maxcumymu Tutany (LiOKCHI) Ha CeKTpi 3paska, Ti %
caMi, 110 i Ha ciekTpi cranaapty (BuGipkoBuit KOHTPOJIb N/A
Inenrndikauin TM-013 NpOBOAMTECS A1 KOxkHoi 10-{ cepii)
[IpOBOIMTLES OHOYACHO 3 TECTOM KinbKiCHe
BH3HAUCHHAM. '-I.ac BUXOJLY OCHOBHOIO TiKY Vit D3 Ha Biznosizae
XpoMaTorpami 3pasky CHBNAjacE 3 HacoM BUXOJY
OCHOBHOTO MiKY Ha XpoMartorpami cTaHaapTy
FD&C uepponuit Ned0, FD&C Cuiit Nel ta FD&C
YKosTuit Ne6 (BUGIpKoOBHIt KOHTPONE NPOBOIANTHCS 1A N/A
koxHoi 10-1 cepii)
Kansuift 90%-125% 100 %
(xapGonar & uuTPaT) 3uauenns | 500 Mr | Mexa 350Mr-625Mr 500 mr
Maridi 3uauenns | 40 mr |Mexa 90%-125% 110 %
(oxcum) 36 mr - 50 Mr 44 mr
Mapranen (cyibdar) 90%-125% 105 %
3uauenna | 1,8 Mr | Mexa 1.62Mr - 2.25Mr 1,89 Mr
Kinbkicae Lluuk (oxcuz) 90%-125% 117 %
BU3NAYCHHS TM-013 | 3masennn | 7,5ur | Mexa 6,75Mr—9,375Mr 8.775 mMr
Bop (uarpito Gopar) 90%-125% 99 %
Suauennn ) 230 Mkr | Mexa 755550110 3 T3ur 748 wicr
Mizs (oxcua) 90%-125% 109 %
3pavenns | 1,0 Mmr [ Mexa 0.9Mr-1.25m% 1,09 ur
Bitamin D3 Snaenns 200 Mesxa 90%-165% 153 %
MO 180MO-330MO 306 MO
3aransHa KiIbKICTh
aepoOHHX . . .
MikpoopraniaMis He 6impiue 1000 KYO/r Binnosinae
M!Kpoﬁlon (TAMC) : USP<61>
oriuna 3arayipHa KilbKICTh
queroTa APDKDKOBHX T2 He Ginbure 100 KYO/r Bixnosinae
ticeHeBUX rpuGis
(TYMC)
Escherichia.Coli USP<62> Bincythicte B 1 T Bianosixae

Micro-testing#RM19105; Lot #8;

Poboue nocunatns:  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

5T THM caMuM CTBEPIKYIO, LUO BUille3asHateHa iHopmallis J0CToBipHa | TOUHa.

Ilana cepis npoaykuii Bupo6neHa, BKIIOUAOUHN YIAKOBKY Ta KOHTPO/b AKOCT] HA BUIME3a3HAYEHIH JiNbHHULI B MOBHIM Bi anoiaxocTi 3 Bumoramu GMP micuennx
PerynsTopHuX opraHis i y sinnosiasocTi Ao cneundixauii Pecctpauifinoro 1ocse B Kkpaini imnoprepi. [Tpokoni BUPOGHKULTBEA cepii, yNaKOBKH i KOHTpONIO
sxocti neperasanyTi i pianosinaiors BuMoram GMP. Vci BiXUJICHKS B cepii Gysv 3aKpuTi Ta BHECEHHI B 3amucH cepil.

Tepesipus: Karol Carreno
Hara: 20/09/2023

3areepams: LauraVargas
Jata: 20/09/2023




CEPTH®IKAT CEPIi

KAJIBHEMIH® Ansanc
Cuaa ail/akTHBHICTb:

Kanbui# (xap6oHaT xanbuito, WMTPaT Kanbiio) - 500 mr/ 1 Tabnerka
Bitamin J13 (xonexansuudepon) — 200 MO / 1 rabnetka

Marwiti (oxcua marHito) - 40 Mr/ 1tabnerxa

Llunk (oxcupn umnky) — 7,5 mMr/ 1 Tabnetka

Mins {okeun Migi) — 1 mr/ 1 Tabrerka

Maprasets (cyTb(ar Maprauiio) — 1,8 mr/ 1 Tabnetka

Bop ( 6opar Hatpito) — 250 mMxr/ | Tabnerka

@dopma Ao3yBaHHA: TaGNETKN BKPUTi 0GONOHKOIO

Po3smip Ta Tun ynaxosku: no 30 ta6uerox y duakoHi,
no 1 ¢guakony B yraxopLi

Cepisn Ne: 367817

Konrpaxr ®apmaxan Kopnopeiimen

Koa npoaykry: 2843A

Kpaina supo6unx: CILIA
Kpaiua imnoprep: Yxpaina

Peectpaniiine cigourse Ne UA/7110/01/01

JaTa BUpoGHHMLTBA: 07.2023

Tepmin npuparnocri:  07.2026

IOpuauuna aapeca i pe.rlis' 135 Anamc asenio, Xoror, Heio-Hopk, 11788, CLLIA

Homep B ynisepcanbhiii cucremi Hymepauii aanux: 057795122

Anpeca supobruuuol ainsnuni: 160 Kommepe paiis, Xomor, HB}O-I/IOpK 11788, CILA

e

Homep niuensii B ynisepcansHiii cucremi nymepanii 1annx: 968334974

Pesynsrar ananisis gosaiorscs B ceprudikati ananisy.

Komenrapi:

ST TUM caMuM CTBEPJLKYIO, LU0 BUILE3asHACHA inopmauis nocroBipHa i TouHa.

Hana cepis nponyxcun BUpOGIIeHa, BKIIOYAIOUH YMaKoBKy Ta KOHTPOJIE AKOCTI Ha BHILe3a3HAYeHi M NinpHuLI B NOBHil BiANOBI AHOCTI
3 umoramu GMP micueBux Perynﬂ'ropﬂnx oprasi i y sinmosianocti 1o cneundixanii PeectpauiiHoro 10cke B wpaiui iMroprepi.
[Ipoxony BHPOGHKULTEA Cepii, YaKOBKH i KOHTPOJIO AKOCT nepersiaHyTi i Bianosisalots BuMoram GMP.

YnoBHOBAaXKEHA 0c00a

IM’s: Andrea Gonzakz

Tlocana/ 06oB’a3KH : Mewnedoicep 3 koHmponio doxymenmayii siddiny sabesneyenns axocmi

[Tignuc:

Ilara: 20.09.2023




Certificate of Analysis

0054/34; Micro-Testing# RM19105; Lot#8

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 : " UA/7110/01/01
Test o Specification ‘ Result
Description Modified oval-shaped, bisected tablet film-coated rosy pink Conforms
o ' Core EP
. Core:1.770 g 5% Ave. Wt |1.766 gm |1.835 gm
Average Tablet Weight :
verage Tablet el FP:1.823 g £5% Min. 1750 gm |1.516 gm
" . Max, |1.782gm {1.847 gm
. o TR oF50 are within £5% of average weight and 2 of 20 may not deviate from '
Weight Vanntlpn average woight by £10% Conforms
Loss on Drying (IPC) NMT 5.0% 1.1%.
Dissolution (Calcium) NLT 75% (Q) after 30 minutes - 118%
Method Ref.
Disintegration TM-013 Max. 45 minutes Conforms
Ca Lo en Mn
Minerals by 1CP Conforms | Conforms Conforms
Mg Roton U
: Conforms | Conforms Conforms
Identification - TM-013 “Fitanium Dioxide by 1CP (Performed on every 10% Tof)
: The titanium peak obtained for the sample corresponds to tht obtained for the Not Appilicable
standard
Retention Time (RT) of the major peak of Vit D3 in the chromatogram of the '
assay prepatation correspond to that in the chromatogram of the standard Conforms
preparation
Dyes Yellow#6,Redi#40,Bluotf1: Pc‘rhCPC procedure to be Not Applicable
. performed every 10 lot
' Caleium (Curbonate]l’ o i 90%-125% 100%
& Citrate) | Label: 500 mg Limit: 450 mg -625 mg 500 mg
) X 90%-125% 110%
o Oxide 4 Amit:
Magneslum (Oxide) Label 40 mg Linait 36 mg 50 5 aamg
90%-125% 105%
Manganese (Sulfat : . imit: .
angaess (Sulfate) Label 1.8 mg Limit; G2 me 235 mp T80 mg
. ) I ) . 90%-125% 117%
Assay 7ine (Ox6 TM-013 Label: , it g
ssay Zine (Oxide) ‘ Tabel 7.5 mg I m‘ny » ST mg 9375 Mg 85775 mg
. . ’ ) - 90%-125% 99%
Boron (Sodium borate) Label: 250 ng Limit: 535 ug - 313 g 348 1
. ’ o L 90%-125% 109%
Coppe: di Jabel: . ATt -
opper (Oxide) Label: | 1.0mg | Limit 09 me -1.25 mg 706 mg
I ) R - 90%-165% 153%
Vltfxmm Dy ’ Label: 200 TU Limit: T80T 33010 5810
‘Total Acrobic Count Max 1000 cfivg Conforms
i i 5 <G1>
Mlcrohl.al Total Yeasts fc Moid}i USP<61 Max. 100 cfi/g Conforms
Analysis Count e
Escherichia coli USP<g2> Negative/s Conforms
Work Ref.: Vol/Page : QC-VMS-2023-0002/134; QC-VMS-2023-0050/102,11 8; QC-VMS-2023-0037/83-91; QC-VMS-2023- Date : 9/20/23

i hereby éeri‘i['}" that the above information s authentic and accurate,
with (he GMP requirements of the local Regulatory Authority nnd with the specifioations in the Marketing Authorization of the itnporting country. The batch p ing,

compliance: with GMP. Ay deviations associated with this batch have been closed and filed with the batch record.

This batch of product has been fabricated factured; i

tadi !
by

Yaging and analysi

and quality control at the above mentioned site in fult compliance

was performed in

P

Dgte: ogleofzos i

Verified by: Kexrer /! (arrenc

Approved“{t 519 /a
Date : @f’?. 2.0

Yargas
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CONTRACT PHARMACAL CORP.

BATCH CERTIFICATE
CALCEMIN® ADVANCE Product Code number: 2843A
Strength / Potency: Manufacturer country: USA
Caleium - 500 mg
Vitamin D3 — 200 [U Importing country: Ukraine
Magnesiom — 40 mg
Zinc— 7.5 mg
Copper — 1 mg
Manganese — 1.8 mg
Boron — 250 mceg
Dosage form: film-coated tablets Marketing authorization number: UA/7110/0 1/01

Package size and type: bottle No. 30 tablets in bottle; 1 boitle in pack Date of manufacturing: 07/2023

Batch number: 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 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: {«‘-M(ﬁ’&‘fi,ifu (\f;\'\“x‘ﬁ

Position/title: :::,\;A.'Qx.,,\<\,>~§\t::>x OB Urtow a{:{\‘& (\__,@!\'“{“‘X((A.)'\

Signature: | %

Date:  —tyreynes 20, 2079
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