JIEPJKABHA CJYXBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KUEBI

nipos. Hanii Csitanunof, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kon €APIIOY 37079055

BUCHOBOK
1po SIKICTHL BBE3eHOro B YKpainy JlikapebKoro 3acoly

18.03.2024 : Ne 13749/24/26

KAJIBIUEMIH® CIJIbBEP
(uaiiMeHyBanHs NiKapCLROTo 3aco0y 3riano 3 peeCTpAtiiHIM TOCBILUCHHSM)
tabaeriu, BKpuTi 060s0HK010, T0 60 TabeTOK Yy daaxoni; no 1 pnakony B KapToHHIi
KopoOui
(thopma BuITYCKY, A0y BN, BUL NAKY BATHA Aikapebkoro 3acoby)

Homep pecerpatiifiiioro nocsizuenna UA/713 8/01/01 ¢rpox pii peectpauifinoro nocsinesiis HEOOMEKEHHH

Cepin nikapcbioro 3acoby Ne 373007 KinbKicTs BBe3CHOrO JiKapeskoro 3acody 15216
BupobHuk Kourpaxt ®apmakan Kopnopeitum, CIIA
{irafMeHyBatHs BHPOBHHKA NIKAPCHLKOrO 2ac00y, KPUiH TOXOMACHHA)
Bseseno B Yipaiiy ToBapHCTBO 3 0GMEKENOI0 BIINOBIAAILHICTIO "Baitep", inenr. xoa:
22911794

(naitvicnysanns Ta koi 3a CLIPTIOY JopsuHHoT ocoby abo npizpui, iM'8, 110 Garnxonui Bisuunoi
0coBH - nianpresMi, T Micue npoxupanig Ta peecrpanifiiui Homep 06AIKOBOT KapTKH (HATHHKA
nonaTkis afo cepis Ta HOMEp nacropra)

FIpoTOKOst Bi3yasibiioro KOHTPOJIIO Bil 18.03.2024 = 888/4.

3a  pesyjibTATAMH JICPXKABHOTO KOWTPOMO  BCTAHOBJICHO, O nikapcskuit  3aci0  ssescwo B Ywpainy 3

AOTpUMAHHA J aBcTRA Hono 3abesncuentsl SKoCTi NixdPCbRuX 3acobis.

4

Mukona XONNOAEHKO

0JHO) L/Gximmc) (iniviany Ta ppizeHIne)
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Product Name :  Calcemin Silver Product Code: 3367
Package Size: 60 tablets in bottle Lot No. : 373007
Package Type: 1 bottle in pack Expiry Date: Oct-26
Date Mfd : Oct-23 Quantity Released ; 15,216 packs
Item Number: 1600486 Importing Country : UKRAINE
Customer : Bayer Marketing
Dosage Form : Tablet Authorization Number: UA/7138/01/01
Report No.: 12235003
Test Specification Result
Deseription Off-white,moditied oval-shaped, tablet bisected on one side film-coated silver Conforms
Avg Wt 1.790 g
Average Tablet Weight 1.785 g £5% Min. 1.753 g
Max. 1.849 ¢
Weight Variation 18 of 20 are within £5%, and 2 of 20 are not more than #10% of averape weight Conforms
Method Ref.
Disintegration TM-169 Max. 45 minutes Conforms
Ca My Za
Minerals by 1cp Cun.fums Conforms Cénforms
Cu Mn Boron
Canforms Canforms Confarms
- . o Retention Time(RT) of the major peak in the chromatogram of the assay preparation Vitamin D3
Identification TM-169 correspond to that in the chromatogram of the standard preparalion Conforms
Titanium Dioxide by 1ICP Titanium Dioxide
(Performed on every 10" for) Not ch uired
D&C Blue#2 and FR&C Yellowds :
\ .
(Performed on cvery 10" log) Not Requ” ed
Calcium . i 90%-125% 122%
(citeate & carbonate) Label: 500 mg Limit: 450 mg -635 g CT0ms
i (o) Label 40 Limit 90%-125% 111%
agnes 2 : .
agnesiun (0 abel mg in 360008 e
i Label 75 Limit 90%-125% 105%
abel: 5 imit:
ine () B me 6.75 mg -9.375 mg 7.875 mg
A Copper (0) TM-169 Label ] Limit 90%-125% 2%
S8 >opper (0 M- abel: m Amit:
ssay BREVIEY & 0.0 mg -1.25 mg 0.99 mg
M (sulfatc) Label 18 Limit 90%-125% 114%
anganese (sulfate L.abel: 1.8mg it :
— e 1.62mg -2.25 mg 2.05 mg
90%-160% 97%
B dium borate Label: 250 me Limit:
oron (sodium borate) abe meg 535 mog 400 mop 543 mop
100%-150% 132%
Vitamin D3 Label: 400 11 Limit:
i e ‘ 400 TU -600 TU 528 TU
Total Aerobic Count Max 1000 efu/g Conforms
Ty i Total Yeasts & s P . R
Microbial Analysis Mold Count USP<61> Max, 100 ofu/g Conforms
E. coli Negative/g Conforms
5 . o QC-VMS-2023-0066/14; QC-VMS-2023-0063/120; QC-VMS-2023-0075/6; QC-VMS-2023-0070/19, e e
Wik Refi:  WolFuses QC-VMS-2023-0064/155; Micro-Testing#: RM20477; Lot 4 Das : 12042
| hereby certify that the above information is athentic dnd accurate] This batch of protiiet has been Tabricated! factured, including packaging and qisality contrdl a1 the above mentioned site in full compliance

with the GMP requircments of the local Regulatory Authority aud with the specifications in the Marketing Authorization of the importing country. The batch processing, packoging and analysis was perfoned in
compliance with GMP. Any deviations associeted with this bateh have been closed and filed with the batch record

Verified by: /c{r
Date:

12l 1y jeo

(arione

Approve
“Dater

o

Pagetof
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CONTRACT PHARMACAL CORP.

BATCH CERTIFICATE
CALCEMIN® SILVER Product Code number: 3367
Strength / Potency: Manufacturer country: USA
Calcium —500 mg
Vitamin D3 — 400 U Imperting country: Ukraine
Magnesium — 40 mg
Zine - 7.5 mg
Copper — 1 mg
Manganese — 1.8 mg
Boron — 250 meg
Dosage form: film-coated tablets Marketing authorization number: UA/7138/01/01
Package size and type: Date of manufacturing: Oct-23
60 tablets in bottle;1 bottle in pack
Batch number: 373007 Expiry date: Oct-26

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: 963334974

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

Nare: Uetomas  Taers

Position/title:  o(ap A DEcumen's Comwrgss

Signature: %-WMME‘:‘:L i
i Pa———
‘ /
Date: Dacemper 1 Rp &S

A73007 pdt " o
T PageZof




Cepmudpixam ananizy

Hasga npenapary: KAJIBIIEMIH® Cinssep Koy mpoaykry: 3367

Po3mip nakysammsi: Ne60 Howmep cepii: 373007

Tun ynaxoBky: 1o | Gpnaxony B KapToHHii yrakosui Tepmin npupatnocti: 10/2026

Jlata supodunursa: 10/2023 KinnkicTs, xo3sosena ao peamisanii: 15216 yi.
Homep nosuuii: 1600486 Kpaiua imuoprep: Yxpaina

Knient: Baitep Peccrpaniiine csigowrso: UA/7138/01/01
dopma gosyranus: TabneTky

TMporoxon Ne: 12235003

Tect Crenudikanis Pesyantar
Onuc OsansHa Tlei}CTKa, BKpHTA 0BONOHKOIO CBITIIO-CIPOTO KOMLOPY, 3 Bisirrosinae
NIONCPEUHOI0 HACITKOIO MOCEPCANHI OAHICH 13 CTOPIH,
cep. Bara 1,790 r
Cepenust Maca TablIeTKH 1,785 r + 5% M. 1,753 ¢
MaKe. 1,849 1
. Bigxuneuus B Maci 18 3 20 TabneTok He MOBHHHO TEPCBHILYBATH
Bixxuiaenns B maci 5% Bin cepennboi Mack Tabnerku, Tinbin 2 Tabnetin 3 20 Binrnosinae
MOYCYTh MATH BiIXWIICHHS BiJ cepesitbol Mac ne Gitbuie 10%.
Posnan TM-169 He Ginbiuc 45 XBHIHH Biznosigac
Ca Mg Zn
Binnosijae | Binnosimac | Bimmosinac
)
Ca, Zn, Mn, Mg, Bop & Cu o ICE Cu Mn Boror
Binnoeizae | Binnosizae | Binnosimae
Yac yrpumanig (RT) ocnosuux nikis Vit D3 na . x
: ) . Bitamin D3
Xpomatorpami BHIPoGOBYBaKoro 3pasky BiANOBI/aC
. . wacy OCHOBHUX MiKiB Ha XpoMaTorpami
InenTudikauis TM-169 CTANAApTIOro 3pasky Bi .
TIpOBOMTLCS OAHOYACHO 3 TECTOM KiIbKICHE IAMOBLIAL
BH3HAYEHHIAM.
Turany (,mc?kcrm) (nnG}pkoPun ffmrr;?.onb He 3acTocoByeThes
NpPOBOMTLEH JUts KoHOT 10-1 cepii)
FD&C Cuniit Ne2 1a FD&C XKortuit Ne6
(BHGIpKOBHI KOHTPOI, IPOBOANTECS A1s KokHoi 10~ He 3acrocoByeThest
1 cepif)
Kansuiit 3 500 | Mexca 90%-125% 122 %
(xapGomaT & wuTpat) HAUCHH r cxa 250Mr-G25Mr 610 mr
o —— 40 90%-125% 111 %
Marwuiit (oxcum) 3uaueHs i Mexa 36 eS0T TRV
75 . 90%-125% 105 %
Ki ; Luuk (OKeuz) Bwawenns | | Mewa el monae 7875
LIBKICHE . 90%-~125% 99 %
TM-169 : e
BHIHAYEHHS Mijs (oxeu) 3uavennst | Imr | Mexa 0.0mr-1 25mr 0.99 nr
1.8 B 90%-125% 114 %
Maprasen (cynsat) 3HaveHus A Mexa T 62nr-2. 25w 305 r
: 250 90%-160% 97 %
Bop (natpis 6opar) Snavewnn | Mexa 52 =00 v 703 e
o 400 100%-150% 132 %
Biramin D3 3naucHun | o Mexa T00MO-GOOMO 523 MO
3aranbHa KinbKicTh
acpobinx i . :
. . MikpoopraHismis He 6insure 1000 KYO/r Binrnosigae
Mixkpo6iono | (TaAMC)
riyLa 3arantHa KUILKIiCTh USP<61>
YUCTOTA JI”’."(H’KOB”X_T‘“ . He Ginsme 100 KYO/r Binnosinae
ticeneBux rpubin
(TYMC)
Escherichia.Coli Bigcyruicte B I 1 Binmosinae
Poboye nocunanns: QC—VI\45—2023~0066/14;QC-VMS—2023—0063/120; QC-VMS-2023-0075/6; QC-VMS-2023-0070/19; QC-VMS-2023-0064/155;
Micro-testing#RM20477, Lot 4 Iara: 14/12/2023

ST THM CAMHM CTBEPDKYIO, IO BHILE3asHaveHa indopmais JI0CTOBIpHA | TOUHA.

Tlana cepis npoayxuii BHpoONCHa, BIOMAIOUH YIIAKOBKY Ta KOHTPOJiL aKocT Ha BHIe3a3HAYEHiH AbHIL B NoBHI BianosianocTi 3 Bumoramu GMP Micuernx
Perynatoprix oprauis i y BUIMOBIAHOCTI 10 crietdixaltii Peectpauiiinoro goche B kpaili imMriopTepi.

TIpoKoau BHPOGHIUTBA Cepil, YNIAKOBKH | KOHTPOTIO SKOCTI NepersanyTi i pianonigaoTs Bumoras GMP. Yei pixienns B cepii Gynn 3akpiTi Ta BHECEHMI B
3aMHCH cepil.

Tlepesipus: Karol Carreno 3areepnuB: Laura Vargas
Hara: 14/12/2023 JHara: 14/12/2023
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CEPTU®IKAT CEPIi

KAJBLIEMIH® Cinbgep Koa npoayxry: 3367

Cuna gii/akTBHicTs: Kpaina supo6unk: CIIA
Kpaina iMmnoprep: Yxpaina

Kanbuiit (kapGoHar Kaiublito, LATpat KaisLiio) - 500 mr/ 1 rabaerka

Biramin JI3 (xonekansipdepon) — 400 MO / 1 tabricrka

Maruiit (oxcna Maruiio) - 40 mr/ ItaGneTka

Uunk (okeua uuHKy) — 7,5 Mr/ | Tabncrka

Misn (okeun Migi) — 1 mr/ 1 tabnerka

Mapraueus (cynbdar mapraumo) — 1,8 mr/ | Tabnerra

Bop ( 6opat natpiio) — 250 mxr / | Tabnerka

Mdopma xo3yBaHHs: TAGNETKH BKPHTI 060JO0HKOIO Peecrpaniitne ceinourso MO3 Ypainn Ne: UA/7138/01/01

Po3smip Ta THI ynakoBky: 110 60 TaGnerok y uiaxowi, | Hdara BupoOuuuTEa: 10.2023
QraxoH y navui

Cepis Ne: 373007 Tepmin upugarnocri:  10.2026

Konrtpaxt ®apmakan Kopnopeiiten

FOpuauuna agpeca i penis: 135 Anamc asenro, Xomor, Hoio- Hopx, 11788, CLLIA
Homep B yHiBepcaabuiil cucremi mymepanii ganux: 057795122

Axpeca supoGuudoi xiabuuui: 160 Kommepe Jpaiis, Xonor, Hero- Hopx 11788, CLLIA
Homep miuensii B ynisepcaibsiil cuctemi nymepauii qanux: 968334974

PesynpTaT aHanizis JofaroThes B cepTrdikati ananisy.

Komenrapi:

ST TIM CaMUM CTBEPICYIO, 110 BUUIE3a3HaueHa TH(OpMaLLis JOCTOBIpHA | TOYHA.

Jawa cepis mpoayKiii Bupofnena, BKIOYAIowH YIakoBKy Ta KOHTPOIb AKOCTI HA BULIE3a3HauCHif AinbHIi B MoBHII BiAOBiAMOCTI
3 suMoramMu GMP Miciesux PcrynﬂTopan oprawis i y BinmosinrocTi Ko crewndikaniit PecctpauiiiHoro gocke B KpaiHi iMmopTepi.
TTpoxoni BUpOGHULTEA cepil, yIaKOBKH | KOHTPONTIO FKOCTI nepernanyTi i BignosixaroTe BuMoram GMP.

VYrnopHopaxkena 0co6a

Im*si: Thomas Jacob

Mocana/ 0608’ 531 : Menedaicep 3 konmponio doxysenmayii 6iddiny sabesnevenns acocmi

Mignuc:

Jara: 14.12.2023

Sile: CoA UKR Calgemin Silver 60373007 pdf i
3367-373007-Ykpaina-60 - Cropinka 232




AEPHKABHA CIHYXKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npon. Hagil Ceirnaauol, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog CIPIIQY 37079055

BUCHOBOK

Npo AKICTH BBE3eHOT0 B YKpainy Jikapeskoro 3acofy

20.02.2024

Ne 7919/24/26

KAJILHEMIH® CUUILBEP

(naiiseuynans Aikapenicoro 3aco8y 3IAHO 3 PECCTPUIUAHMM HOCRIANCHHAM )

A0JCTRH, BRPATE 060.100K010, 110 60 Tabsierox y dpaaxoni, no 1 praxony B kaprouuiii

ropodui

(hopma BIITYCKY, JO3YBAHHSL BIL HAKY BAHS JIKAPCHKOTO 3ac06y)

Homep peccrpaniiinoro nocsinsenis UA/7138/01/01 crpok aif pecerpaniiinoro nocsinuers HCOOMEKEH I

Cepis aikapenkoro sacoty Ne 371268 Kinskicts seescroro nikapekkoro sacoy 14640

Bupobdinx

Breseno g Yipainy

Komnrpaxt ®apmaxan Kopropeiinm, CILIA

(nailmenyanus BHPOSHHKA JHKAPCLKOTO 3aC0By, RPATHA HOXOIBKEHHS )

Tosapucrso 3 obmemxenor sinnosinansuicrio "Haep", inenr. ko
22911794

(Hatinenysanus ta ko 3a CAPTIOY opuantiiol ocobu abo npissume, iv's, 1o Garskosi
Gizranol ocobu - mianprenmis, 1 MiCUE HPOKABAHIA Ta peccTpauiiinugil Romep oG koRoT
KAPTRY [NATHAKA TIOAATKIB a0 cepis Ta HOMep nacnopra)

Itporoxoa sisyannioro kowrposio sig 20.02.2024 N 529/4.

3a  pesyaprarasu

i

ACPIKABHOIO  KOHTPOIIO  BCTAHOBACHO, 10 Jiikapchkuil 3acil  speseno B Vipainy

ROTPHMAHHSIM BUMOr 3aKOHOABCTBA MO0 3a0esneentis sKocTi NiKapehKux 3acofis.

B.o. nagassumka

(110ca08a VCOtE OPL YRR

i

/
o\
L Iran 3AJIBOPHUX

(riznmc) (istinians a npisenuie)

i




Cepmudhikam ananizy

Hasga npenapaty: KAJIBHEMIH® Cinbgep Kon npoxykry: 3367

Posmip naxysanns: Ne60 HOMe_P cepii: 371268.

Tun ynakosku: 1o 1 (p1akoHy B KapTOHHIN yrakosui Tepmin npugaraocri: 10/2026

Jara Bupo6unursa: 10/2023 KinbkicTs, 1o3Bosena qo peanizanii: 14640 yo.
Homep nozuuii: 1600486 Kpaina iMmnoprep: Yipaina

Kutienr: Baitep Peecrpauitine ceizonrso: UA/7138/01/01
Mopma 1o3yBanHs: TabieTkH

Mporokoen No: 11235004

Tect Crneundixauis PesyaeTat
Onue OganbHa Tabnerka, BIpHTA o6ononko0 cx'aiTnorc?‘iporo Konbopy, 3 BigioHiiae
TIOTICPEHHOI0 HACTYKOIO TIOCEpENHi ofHiel i3 cTopin.
cep. Bara 1,766 T
Cepexnst Maca TablieTku 1,785+ 5% MiH. 1,724
MaKc. 1,791
Binxuncuus B maci 18 3 20 tabiicTok HC MOBHHHO NMCPCBHILYBATH
Binxnnemm B Maci 5% win cepennnoi Macu tabnetkn. Tinpku 2 tabnerku 3 20 Bignosinae
MOXYTb MaTH BIIXWJIEHHS BiJl cepelinboi MacH He Binbule 10%.
Posnmag TM-169 He 6inpuie 45 xsuiiun Binnosinae
Ca Mg Zn
. Bignosigac | Bignosizac | Biamnosigac
Ca, Zn, Mn, Mg, bop & Cu 1o ICP Cu Mo B
Bixnosigae | Bimnosizae | Bignosigae
Yac YIpHMaHHs (RT) ocHoBHuX ntikiB Vx't D3 Ha Biramin D3
XpoMarorpaMi BUNIpoGOBYBaHOTO 3pasKy BiANogigae
4acy OCHOBHHX INKIB HA XPOMATOTpaMi
i i -1 . .
Iuernndnxaum TM-169 " CTaHAapTHORO 3pasKy Bignosizae
POBOANTELCS OIMHOWACHO 3 TECTOM KiNlbKicHE
BH3HAYCHHAM.
Turany (aiokcux) (Bn61pr<ozmn KOHTPOITh He notpebyerses
IINOBOJMTLCA st KoxHol 10-1 cepil)
FD&C Cuniii Ne2 ta FD&C XosTHii No6
(BUGIPKOBHIT KOHTPOEL TIPOBOIUTLCH TS KoxHoT 10- He norpebyerbes
1 cepii)
Kanpuiii 3 500 Mex 90%-125% 102 %
(xapbouat & umTpar) HasenA MI exa 450mr-625mr 510 Mr
. 40 90%-125% 115 %
Marwiit (okcnn) 3HaueHHs i Mexa 36 MrSOuT rryee
73 90%-125% 101 %
- ' Luuk (oxcnn) 3HaueHus wr | Mexa 675937 50ar 7575 wr
UIbKICHE ] 90%-125% 100 %
TM-169 12
BU3HAYEHHS Miap (okcun) 3HaycHHA Imr | Mexa 0.9r-1.25MF 100 mr
—_— = . 1.8 90%-125% 104 %
Mapraneu (cynndar) 3navenns o Mexa T 62Mr-2. 250 187
: . 250 90%-160% 109 %
Bop (natpis 6opar) 3HaucHHs . Mexa 275 e 200 v 573 mer
Bitamin D Snavenna | 290 | Mewa 100 -130% 1%
? MO 400MO-600MO 496 MO
3aranpua KinexicTs
o S He 6insie 1000 KYO/r Bianosinac
. . MiKpOOpranismia
MleOﬁlOJlO (TAMC)
riyua 3aransbya KinuLKicTsb USP<61>
APIXIDKOBIX Ta 3 . .
YUCTOTA HicEnERE FET He 6inswe 100 KYO/r Bianosinae
(TYMC)
Escherichia.Coli BigcyTHicte B 1 T Bignosingac
Po6oue nocunanms; QC-VMS-2023-0002/189;QC-VMS-2023-0064/9; QC-VMS-2023-0037/153; QC-VMS-2023-0054/154,
Micro-testing#RM20085; Lot 3 Hara: 10/11/2023

ST THM CaMUM CTBEpIUKYIO, IO BHUle3d3HaueHa iH(OPMallis 0CTORIpHa | ToUHa,

Hana cepis npoayxuil BUpOGICHa, BKIIOUAIOUH YIAKOBKY Ta KOHTPOJIb SKOCTI HA BUULC3A3HAYCHIH UIbHALL B OBHIH BiANOBIiAHOCTI 3 BUMoramu GMP Miciicrx
Perynsrophnx opranis i y signosinnocti xo eneundikauii Peectpauiiftioro gocke B kpaini immoprepi.

Tpokonn BupoGHMLTBA Cepil, yNaKkoBKU | KOHTPONIO AKOCTI NepernsHyTi i BianosinaioTs BuMoram GMP. Vei sinxunenns cepil Gynu 3aKpHTi Ta BHECCHHI B
3arHCH cepii.

IMepesipus: Karol Carreno 3arsepaus: Laura Vargas
ara: 10/11/2023 Hata: 10/11/2023
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CEPTU®IKAT CEPIi

KAJIBIIEMIH® Cinspep Kon mponyxry: 3367

Cuiia gii/akTHBHICTH: Kpaina supobunx: CIIA
Kpaina iMmnoprep: VYkpaina

Kanbuii (kapSonar kanbuito, uuTpat kaisiito) - 500 mr/ | tabnerka

Bitamin JI3 (xonexamsundpepon) — 400 MO / | tabnerka

Maruili (okcnj Marsito) - 40 mr/ 1vatncrka

unk (oxeux unnky) — 7,5 mr/ | Tabaerka

Mizb (oxcua miai) — 1 mr/ 1 Tabaerka

Mapraneus (cynndar Mapranmo) - 1,8 Mr/ | TabneTtka

bop ( Gopar narpiio) — 250 mkr / 1 Tabnerka

®opma nosypaHHs: TableTKH BKPUTI 060JI0HKOI0 Peecrpaniiine esinourso MO3 Vkpainu Ne: UA/7138/01/01

Posmip Ta Tun ynakosxu: no 60 rabnerok y ¢dnakoui, | JlaTa BupoGunuTBA: 10.2023
(piraxkoH y mauui

Cepis Ne: 371268 Tepmin npugaTrocri:  10.2026

Koutpakr ®apmakan Kopnopeitmen

FOpuanuna agpeca i pexis: 135 Anamc asento, Xoror, Hmo—flopx, 11788, CIIA
Homep B ynisepcansniii cucremi nymepauii nanux: 057795122

Anpeca Bupo6unuoi giasunui: 160 Kommepc Jpaiis, Xoror, Heio-Hopk 11788, CLLIA
Homep sminensii B ynisepcaabHiii cuctemi nymepanii ganux: 968334974

Pesynprar ananisis nogaroThes B cepTrdikari anamisy.

Komenrapi:

51 THM caMuM CTBEPIUKYIO, IO BUIle3a3HadeHa iHpopMaLlis J0CTOBIpHa i TouHa.

Hana cepis nponyxuii BupoGiieHa, BKIIOYAIOUH YIIAKOBKY Ta KOHTPOJIB AKOCT] HA BUINE3a3HAUEHIH NinbHULI B NOBHIA BignoBiaHoCT
3 BuMoramu GMP micuesux Peryastopuux opranis i y Bignosignocti go creundikauii Peectpauiitnoro nocke B kpaini iMmoprepi.
lpoxonyu BUpoGHULTBA cepii, YITaKOBKM | KOHTPOIIO AKOCTI MEPErIARYTI i BiAMOBifatoTh BUuMoram GMP.

YrnoBHoOBaXeHa 0¢002

IM’s: Thomas Jacob

TTocana/ 060w’ s3xu : Menedacep 3 koumponio doxymenmayii 6iddiny 3abesnevenns skocmi

Tinnuc:

JHara: 10.11.2023
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Certificate of Analysis

Product Name:  Calcemin Silver o Product Code: 3367
Package Size: 60 tablets in bottle Lot No. : 371268
Package Type: 1 bottle in pack Expiry Date: Oct-26
Date Mfd : Oct-23 Quantity Released : 14,640 packs
{tem Number: 1600486 Imperting Country : UKRAINE
Customer : Bayer Marketing
Dosage Form:  Tablet Authorization Number: UA/7138/01/01
Report No.: 11238004
Test Specification Result
Description Off-white, modified oval-shaped, tablet bisccted on one side film-coated silver Conforms
Avg.Wt 1.766 ¢
Average Tablet Weight 1.785 g 5% Min. 1.724 g
Max, 1.799 g
Weight Variation 18 of 20 are within +3%, and 2 of 20 are not more than £10% of average weight Conforms
Mcthod Ref.
Disintegration TM-169 Max. 45 minutes Conforms
Ca Mg Zn
Mi als by ICP Conforms Conforms Conforms
anerals by Cu Ms Boron
Couforms Conforms Conforms
. . g Retention Time(RT) of the major peak in the chromatogram of the assay preparation Vitamin D3
Identification TM-169 correspond to that in the chromatogram of the standard prepasation Conforms
Titaniwen Dioxide by ICP Titanium Dioxide
(Performed on every 10° lot) Not Rex ;uired
FD&C Blueh? and FD&C Yellow#6 ) .
(Performed on every 10" lot) Not Required
Calcium . 90%-~125% 102%
T — Label: 500 mg Limit: 150 mg 025 g ST0me
90%-125% 115%
Magnesi Label: 40 Limit:
agnesium (o) abel mg, mit! 36 mp 50 mg pre
90%-125% 101%
Zinc (o) Label: 7.5 mg Limit:
G ane . e 6.75 mg 9375 mg 7.575 mg
90%-125% 100%
Assay Capper TM-169 Label: 1mg Limit:
S8 epper (9) At me o 0.9 mg -1.25 mg, 1.00 mg
"y 90%-125% 104%
Manganese (sulfate) Label: 1.8 mg Limit: 162 mg 2.25 me 87 mp
90%-160% 109%
Boron (sodium borate Label: 250 Limit: :
ron (sodium borate) abel meg Iy 575 mog -400 mog 373 mog
100%-150% 124%
Vitamin D3 Label: 400 10 Limit:
e e o 300 T -600 TU 396 1U
“Total Aerobic Count Max 1000 ctu/g Conforms
Microbial Analysis T;;E:];{Zx;f“ USP<61> Max, 100 cfu/g Conlorms
e L. coli Negative/g Conforms
{
Work Ref: Vol./Page : QC-VMS-2023-0002/189; QC-VMS-2023-0064/3; QC-VMS-2023-0037/1563; QC-VMS-2023- Date 11/10/23

0054/154; Micro-Testing#: RM20085; Lot 3

15 hereby certify that the abave information is authentic and accurate. This batch of product has been fabsicated/manufactured,including packaging and quality control at the above mentioned site in fill compliance
vith the GMP requirements of the focal Regulatory Authority and with the specifications in the Marketing Authorization of the importing couatry. The batch processing, packaging and analysis was perfomed in
ampliance with GMP. Any deviations associated with this batch have been closed and filed with the buteh record

Verified by:
Date: ;1. ;2

Approved S
Date:

'; H




CONTRACT PHARMACAL CORP.

BATCH CERTIFICATE
CALCEMIN® SILVER Product Code number: 3367
Strength / Potency: Manufacturer country: USA
Calcium 500 mg
Vitamin D3 — 400 TUJ Importing country: Ukraine
Magnesium - 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/7138/01/01
Package size and type: Date of manufacturing: Oct-23
60 tablets in bottle; 1 bottle in pack
Batch pumber: 371268 Expiry date: Oct-26

Contract Pharmacal Corporation
Legal address and release: 135 Adams Avenue, Hauppauge, NY 11788, USA
Data Universal Numbering System Number: 0577985122

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:

1 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

Position/title:  Leun G A Docurmeswy Conoged

Signature; ?\www‘g i
w-—m«“,;iw@mw(
Date: NOVeraee 10 2653
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