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NEPEKJIAL 3 AHTJIIHCKKO! MOBH

CEPTU®IKAT AHAJI3Y I'OTOBOTO NroayxKTy

Hassa npoaykry: BICTAKEA KAJIBITI tadaerkn 500 MI
Kox nponyxry: EP9435
Tun npoxykry: TabneTkn
3oBHiHii BUNISA npoayKTY: Konboposuit PET dunakon 3 50 Tabnetkamu
Homep naprii: V04 (bulk)/00001 (hraxon)
KiHueBa JaTa CrioKMBaHH: 30/09/2027
Jlara ananisy: 06/09/2023
MIKPOBIOJIOTTYHIN KOHTPOJIb ]
cneundiranis pPe3syaLTATH
3aransHe MiKpoGHe YHCIOo < 100. 000 KyO/r 0 KyO/r
Jpixcuki Ta nyiicHsIBa < 10. 000 KyO/r 0 KyO/r
Kuwkosa namiuka (E. Coli) HeraTHBHHH 0 KyO/r
EnTtepobaxrepii (Enterobacteriaceae) <1000 KyO/r 0 KyO/r
Cansmonena (Salmonella) HeraTHBHHU I 0 KyO/r
TECT
crenudirarris pe3yJbLTaTH
dopwma: Kpyrna tabnerka Bi/INOBiNAE
Poawmip: .
JOBKHHA (MM) 11 MM BiNoBijae
Hiamerp (MM) - : '
Konip: Oinuit BiNOBiNae
Janax: XapakTepHuit BILMOBI1a€e
Cepenus maca: 600 mr (£7,5%) BianoBinae




| KOHTPOJIb 3AITAKOBAHOI'O TPOJIYKTY

KinexicTs Tabnerox y duakosi 50 BiznoBigae
Konrpousis Homepy naprif BiAmoBinae
KoHTpons kiHUeBOT JaTH CrioyKHBaHHS BiJTIOBINAE
Oumnenns; Bianosinae
KOHTPOJIE repMEeTHYHOCTI; Bianoninac
KonTposs BigkpuTTs: BIJINOBiae
KonTposns nakypanns: Bifnosinae
Konbopoguit PET diakon: Biarnosigae
[Inactikosa kpuiika: BiANoOBigae
['epMETHYHICTh KPHILIKY: BiAMOBinaE

Texuiunnit Bigmin

Texnik 3 nurans sxocti: Javier Bazarot Dominguez

mizice, nevarka

Crnocrepesxenns: «lHpopmanis HanaHa nocTayaILHHKOM
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CERTIFICATE OF ANALYSIS OF FINISHED PRODUCT

PRODUCT NAME:

PRODUCT CODE:
PRODUCT TYPE:
PRESENTATION:
BATCH NUMBER:

VISTACARE CALCIUM,

Er Coloured pet bottle with 50 tablets

V04 (bulk) / 00001 (bottle)

TABLETS 500 mg
EP9435
Tablet

EXPIRY DATE: 30/09/2027
ANALYSIS DATE: 06/09/2023
L MICROBIOLOGICAL CONTROL j
L SPECIFICATION RESULTS
TOTAL AEROBIC COUNT < 100.000 cfw/g 0 cfu/g
YEAST & MOULD < 10.000 efu/g 0 cfu/g
E.COLI NEGATIVE 0 cfu/g
ENTEROBACTERIACEAE < 1000 cfw/g O cfu/g

SALMONELLA { NEGATIVE 0 cfu/g
[ o TEST
1 SPECIFICATION RESULTS

SHAPE: Round tablet Conforms

SIZE: ‘

Longitudinal (mm) 1T mm Conforms

Diameter (mm)

{

COLOUR: 3 White Conforms

ODOUR: Characteristic Conforms

AVERAGE WEIGHT: 600 mg (+ 7.5 %) Conforms
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Tfno 954 900 690
www.bio-dis.cam

L PACKED PRODUCT CONTROL

50
BATCH NUMBER CONTROL:

EXPIRY DATE CONTROL :
CLEANING:

SEALING CONTROL:
OPENING CONTROL:
PACKED PRODUCT:
COLOURED PET BOTTLE:
PLASTIC CAP:

CAP SEAL:

Conforms
Conforms
Conforms
Conforms
Conforms
Conforms
Conforms
Conforms
Conforms
Conforms

| OBSERVATIONS: “Information provided by the supplier” - "7 ¢




IEPEKITAJT 3 AHTJIIHCHKOI MOBH

Jlorotun
Laboratorios
BIO-DIS PHARMA

Pol.Ind Majaravigue, 30-D

41309 La Rinconada, Sevilla (Espana)
Ttho: 954 9600 690

www.bio-dis.com

V03/10.2023 Hara: 29/02/2024
CEPTH®IKAT AHAJI3Y I'0TOBOI'O MPOAYKTY
Hasea npoaykry: EP9435 BICTAKEA KAJBIIIH Ta6aerkn 500 MI Ne 50
Kox npoaykry: EP9435
Homep naprii: 00002
Kinuesa nara cnoKMBaHHa: 28/02/2028
Tun mpopyxry: TabneTKn
30BHILUHIA BUITIA NPOAYKTY: Konwoposuit PET ¢uakon 3 50 Tabnetkamu no 600 mr

TEXHIYHI XAPAKTEPUCTHUKH

crienudikanis pe3ybTaTH
Dopma: Kpyrna rabnerka BIMOBI14€
Pozmip:
JOBKHHA (MM) 11 Mm BIIMOBI 1€
Kouip: Ginwuit BinnoBinae
3anax: XapakTepHui BiAMOBiga€E
Cepeansa maca: 600 mr (£7,5%) BiZAnoginae
MIKPOBIOJIOI TYHUIT KOHTPOJIb*
MiKpoopraHizm crneundikanin pesyabTaTH
AepoGHi < 10* KYO/r < 10*KYO/r
Hpixnixi Ta miticHABa <10*KYO/r <102KYO/r
EnTepobakrepii (Enterobacteriaceae) <102 KYO/r <102 KYO/r

Knmkosa nannuka (E. Coli)

Bincythicte B 1T

BiacyThicth B I 1

CaneMoHena (Salmonella)

BincyTtHicte B 10 1

BigcyTnicte B 10 1

Cra(inokok 30J10THCTHH
(Staphylococcus aureus)

BincytHicthB 1 1

BincyTHicte B 1 T

Kpurepii Bctanosneni €sponeficbkoro ®apmakoneeto 8.0, He pocauHHI AieTHYH] 106aBKH

KOHTPOJIb 3AINNAKOBAHOI'O ITPOJIVKTY

KinbkicTh Tabnerok y diakoni 50 BiANoBijae
Konrposs Homepy napTii BiANOBinac
KOHTpOJIb KiHLIEBOT TaTH CTIOKHBAHHA BiMORI A€
OuHIeHH: BiZIMOBi1a€
KonTposb BiaKpuTTA: BilMOBiae




AJIEPTEHH*

Hpoaykr se mieTns, aneprenin BIANOBiAKO /10 Pernamenty €C Ne 1169/2011

3naKu, 1o MiCTSTh rmoTen | NOXiAHi npoaykTH BiICYTHI
Pakononi6ui ta TIPO/IYKTH 3 PAKOMNOTiGHIX BiICYTHI
Alius ta npoaykTh 3 senp BiACYTHI
Puba ta npogykru 3 pudn BiJlcyTHI
Apaxic Ta npojtykTH 3 apaxicy BiCYTHI
Coesi 6061 Ta npoayKTH 3 HiX BICYTHI
Monoko ta TPOOYKTH 3 MOJIOKA RijlcyTHI
[L104H 3 TBepHOIO VGVIOHKOIO T2 I POOYKTH 3 HUX BificyTHI
Ceiepa Ta npoayxty 3 cenepu BiacyTHI
| l'ipunus ta npoaykry 3 ripumii BiJICyTHI
Hacinng kymkyty ta TPOIYKTH 3 HACIHHA KYHKYTY BIACYTHI
JIBook#c cipku Ta cysbditu Y KOHUeHTpauii nosan 10 Minirpamis ua Kizorpam | BigcyTHi
b0 10 minirpamie na mitp
Monrockn BiJICYTHI
Jionun BiICYTHi

Inma indgopma Lis*

L]Sez I'MO, sinnosigac Bumoram Pernamenty €C 1829/2003 & 1830/2003

Bes BSE/TSE, Bianosinae sumoram Pernamenty €C 999/2001

bes nomiwmok/3a6py nuenns, BiJANOBizac BUMOram Permamenty €C No 915/2023

be3 nanomarepianis, Binnosinae Buvoram Pernamenty €C No 1169/2011 3i 3minamu

bes onpominenns, Bianosizae Bumoram Hupektusn €C Ne 1999/2/€C & 1999/3/€C

bes nectuumais, Bifnosinae Bumoram Pernamenty €C No 396/2005

30epiranns

3Gepirati B cyxomy, 3aXMUIEHOMY Bifl CBiTJa MicLi, npu Temrneparypi He suue 25°C,

Cnocrepeskenns

*yci Hamaui naui Bin nocravalibHuKa/BUpoGHHUKa

Texuiunwmii Binain

TexHik 3 nUTAHL TKOCTI nignue, nevyarka

Pol Ind. Majaravique, 30-D

41309 La Rinconada, Sevilla {Espana)
Tfho: 954 900 690

www.bio-dis.com
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CERTIFICATE OF ANALYSIS OF FINISHED PRODUCT

PRODUCT NAME EP9435 VISTACARE CALCIUM tablets 500 MG N250
PRODUCT CODE EP9435

BATCH NUMBER 00002

BEST-BEFORE DATE 28/02/2028

DOSAGE FORM Tablets

PRESENTATION PET topaz container with 50 tablets of 600 mg

PRODUCT SPECIFICATIONS

SPECIFICATIONS RESULTS

SHAPE Round Conforms
SIZE

Measurements (mm) 11 mm Conforms
COLOUR White Conforms
ODOUR Characteristic Confarms
AVERAGE WEIGHT 600 mg (+ 7,5 %) Conforms

MICROBIOLOGICAL CONTROL*
MICROORGANISM SPECIFICATIONS RESULTS

Aerobic 30° count < 10% ufc/g < 10% ufe/g
Yeast and Moulds < 10% ufc/g < 10 ufc/g
Enterobactteriaceae < 10 ufc/g < 10? ufc/g
Escherichia coli Absence 1g Absence 1g
Salmonella Absence 10 g Absence 10 g
Staphylococcus aureus Absence 1g Absence 1g

Criteria established in the European Pharmacopeia 8.0 non plant-based food supplements

PACKED PRODUCT CONTROL

UNITS PER BOTTLE 50 | Conforms
BATCH NUMBER CONTROL Conforms
EXPIRY DATE CONTROL Conforms
CLEANING Conforms
OPENING CONTROL Conforms
A aate, et (i) fsfg,g &)\

Tfno.: 954 200 490
www.bio-dis.com
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ALLERGENS*

Free Allergens product conforms to the Reg. (EU) N2 1169/2011.

Cereal contains gluten and Derived Products NO
Crustaceans and Derived Products NO
Eggs and Derived Products NO
Fish and Derived Products NO
__Peanuts and Derived Products NO
Soy and Derived Products NO
Dairy Products NO
Shell Fruits and Derived Products NO
Celery and Derived Products NO
Mustard and Derived Products NO
Sesame Seeds and Derived Products NO
Sulfur and Sulfite Anhydride > 10mg/kg-10ml/I NO
Molluscs NO
Lupins NO

OTHER INFORMATIONS*

Free GMO product conforms to the Reg. EC 1829/2003 & 1830/2003.

Free BSE/TSE product conforms to the Reg. EC 999/2001

Free Contaminants product conforms to the Reg. (UE) N2 915/2023

Free Nanomaterials product conforms to the Reg. (EU) N2 1169/2011 and subsequent modifications

NON Irradiated product conforms to the EU Dir, N© 1999/2/EC & N2 1999/3/EC

Free Pesticides product conforms to the Reg. (EC) No 396/2005

CONSERVATION
Store in a dry place, protected from light, at a temperature not exceeding 25 ° C.

OBSERVATIONS
* all data provided are from our supplier/manufacturer

ey

Quality Technician Technical Department

Pol. Ind. Majaravique, 30-D P
41309 La Rincenada, Sevilla (Espana) s Y
Tino.: 954 900 690 e

www.bio-dis.com



TIEPEKJIAT 3 AHTJIICEKOI MOBH

JloroTHn
Laboratorios
BIO—DIS PHARMA

Pol.Ind Majaravique, 30-D

41309 La Rinconada, Sevilla (Espana)
Tfno: 954 900 690

www _bio-dis.com

V03/10.2023 Jdara: 03/12/2024
CEPTHPIKAT AHAJII3Y T'OTOBOI'O ITPOAVKTY
HazBa npoaykry: BICTAKEA KAJIBIIIH TadaeTkn 500 mr Ne 50
Kop nponykry: EP9435
Howmep maprii: VC03
KiHmeBa gara CIIOKIBaHHA: 31/10/2028
Tun npoxykTy: TabIeTKn
30BHIMNIHIIT BUTII] IPOAYKTY: Konrsoporuit PET ¢uakon 3 50 Tabnetkamu no 600 mMT

TEXHIYHI XAPAKTEPHCTHRKH

crnenugikamis pe3yabTaTH
dopma: Kpyrna Tabrnetka Bi/ITIOBia€
Po3Mip:
JIOBKHHA (MM) 11 MM Bi/ITIOBiIa€
Komip: oLt Bi/ITIOBi A€
3amax: XapaKTepHHIl Bi/ITIOBiIa€
CepejiHs Maca: 600 mr (£7,5%) Bi/ITIOBi A€
MIKPOBIOJIOT TYHHH KOHTPOJIb*
MiKpOOpPTaHi3M cnenH gikanis pe3yiabTaTi
AepoOHi <10*KVYO/r < 10*KVYO/r
JIpLKIK Ta IIicHABA <102 KVO/r < 102KVO/r
EnTepobakrepii (Enterobacteriaceae) <102 KYO/r <102KVYO/r

KimmkoBa nmanmuka (E. Coli)

BigcyTHICTEB 1 T

BigcyTtHicTEB I T

CansMoHena (Salmonella)

BigcytHicTe B 10T

BincytHicte B 10T

CTadinoKoK 30I0THCTHII
(Staphylococcus aureus)

BiacyTHICTEB 1 T

BiacyTHicTE B 1 T

Kpurtepii BcTaHOBIIeHI €Bporneiickkoio @apMakoreeto 8.0, He pocINUHHI JI€THUHI JoOaBKH

KOHTPOJIb 3ATTAKOBAHOTI'O ITPOJAYEKTY

KinbkicTh TabneToK y dhiaakoHi 50 BiITIOBI A€
KoHTponb HoMepy mapTii BiMIOBifa€
KoHTponb KiHIIEBOI 1aTH CIIOKHBAHHSA BiJIIIOBigac
OUHIIeHH: BiJITIOBIAa€
KoHTpoib BiIKPUTTA: BIITIOBI A€




AJTEPTEHH*
TIpoayKT He MICTHTB AllepreHiB BIANOB1IHO J0 Permamenty €C Ne 1169/2011

37aKi, Mo MICTATH TIIOTeH 1 MOXiJIHI MPOAYKTH BiICyTHI
Pakomno1i0Hi Ta IPOAYKTH 3 paKOMoAiOHUX BiIcyTHI
S Ta IPOAYKTH 3 S€Ib BiICyTHI
Puba Ta IpoayKTH 3 pudI BiIcyTHI
Apaxic Ta IPOTYKTH 3 apaxicy BiICyTHI
CoeBi 6001 Ta IPOAYKTIH 3 HHX BiIcyTHI
Mo10K0 Ta IPOAYKTH 2 MOJIOKA BIACYTHI
IDnozu 3 TBepA0r0 OOOJIOHKOIO Ta MPOIYKTH 3 HHX BicyTHI
Cenepa Ta IPOAYKTH 3 CellepH BiIcyTHI
Tipumiig Ta TPOAYKTH 3 TipUHITL BiIcyTHI
HaciHHA KyHKYTY Ta IPOAYKTH 3 HACIHHA KYHKYTY BiIcyTHI
JIBOOKIC CcipKl Ta cyab(hiTH ¥ KOHIIeHTpallii moHa 10 MinirpaMiB Ha KilorpaM | BiICYTHI
abo 10 mitzirpamie Ha JiTp

Momockn BiIcyTHI
JIrormmH BiIcyTHI

Inma ingopmania*

Be3z I'MO, BignoBinae eumoraM Permamenty €C 1829/2003 & 1830/2003

Fe3 BSE/TSE, Bizmogigae BuMoram Permamenty €C 999/2001

Be3 nomimiok/3a0pyaHeHHS, BiinoBigae BumoraM Permamenty €C Ne 915/2023

Fe3 HaHOMAaTepialiB, Bifinoeifac BuMoraM Permamenty €C Ne 1169/2011 3i 3miHaMu

Be3 onpoMiHeHHS, BimoBigae BuMoraM Jupektneu €C Ne 1999/2/€C & 1999/3/€C

Be3 nmecTuiiig, BinmoBigae puMoraM PermamenTy €C Ne 396/2005

30epiranus

30epiraT B cyXoMy, 3aXUIIeHOMY BiJl CBiT/Ia MicCIli, IPH TeMIlepaTypi He Bue 25°C.

CrocrepekeHHs
*yci HajlaHi JaHi BiJI MOCTaualbHHKa/BHPOOHIKA

TexXHIUHNIT BIIILT

TeXxHIK 3 THTaHEL AKOCTL MG, IIeYaTKa

Pol.Ind Majaravique, 30-D

41309 La Rinconada, Sevilla (Espana)
Tho: 954 900 690

www.bio-dis.com
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V03/10.2023 03/12/2024
CERTIFICATE OF ANALYSIS OF FINISHED PRODUCT
PRODUCT NAME VISTACARE CALCIUM tablets 500 MG N250
PRODUCT CODE EP9435
BATCH NUMBER VCO03
BEST-BEFORE DATE 31/10/2028
DOSAGE FORM Tablets
PRESENTATION PET topaz container with 50 tablets of 600 mg
PRODUCT SPECIFICATIONS
SPECIFICATIONS RESULTS
SHAPE Round Conforms
SIZE
Measurements (mm) 11 mm Conforms
COLOUR White Conforms
ODOUR Characteristic Conforms
AVERAGE WEIGHT 600 mg (£ 7,5 %) Conforms
MICROBIOLOGICAL CONTROL*
MICROORGANISM SPECIFICATIONS RESULTS
Aerobic 30° count < 10* ufc/g <10*ufc/g
Yeast and Moulds < 102 ufc/g <102 ufc/g
Enterobactteriaceae < 102 ufc/g <102 ufc/g
Escherichia coli Absence 1g Absence 1g
Salmonella Absence 10 g Absence 10g
Staphylococcus aureus Absencelg Absence 1g

Criteria established in the European Pharmacopeia 8.0 non plant-based food supplements

PACKED PRODUCT CONTROL
UNITS PER BOTTLE 50 Conforms
BATCH NUMBER CONTROL Conforms
EXPIRY DATE CONTROL Conforms
CLEANING Conforms
OPENING CONTROL Conforms

Pol. Ind. Majaravique, 30-D

41309 La Rinconada, Sevilla [Espanal

Tfno.: 954 900 690
www.bio-dis.com
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ALLERGENS*

Free Allergens product conforms to the Reg. (EU) N2 1169/2011.

\'_!I\:'I'.\.Il'i-.'

Cereal contains gluten and Derived Products NO
Crustaceans and Derived Products NO
Eggs and Derived Products NO
Fish and Derived Products NO
Peanuts and Derived Products NO
Soy and Derived Products NO
Dairy Products NO
Shell Fruits and Derived Products NO
Celery and Derived Products NO
Mustard and Derived Products NO
Sesame Seeds and Derived Products NO
Sulfur and Sulfite Anhydride > 10mg/kg-10ml/I NO
Molluscs NO
Lupins NO
OTHER INFORMATIONS*

Free GMO product conforms to the Reg. EC 1829/2003 & 1830/2003.

Free BSE/TSE product conforms to the Reg. EC 999/2001

Free Contaminants product conforms to the Reg. (UE) N2 915/2023

Free Nanomaterials product conforms to the Reg. (EU) N2 1169/2011 and subsequent modifications

NON Irradiated product conforms to the EU Dir. N2 1999/2/EC & N2 1999/3/EC

Free Pesticides product conforms to the Reg. (EC) No 396/2005

CONSERVATION

Store in a dry place, protected from light, at a temperature not exceeding 25 ° C.

OBSERVATIONS

* all data provided are from our supplier/manufacturer

s

Quality Technician

Pol. Ind. Majaravique, 30-D

41309 La Rinconada, Sevilla [Espanal
Tfno.: 954 900 690

www.bio-dis.com
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