/NoroTtun koMnaHii/

S.L.LI.T. S.r.l. UNIPERSONALE

Innovative Healthcare Products Contract Development & Manufacturing

CEPTU®IKAT AHANI3Y

Ceprudikar Ne 1_2410656

3aMOBHHK

[Iponykr

Cepis Ne NY226

Tepmin npunatnocti 31/10/2027
TECT

Onuc
si3vaneHuii mecm

BEPX igentudikauis
BiTaMiHy []

Bwmict Bitaminy /1 (BEPX)
BwmicT kanbllio

Bwuict docdopy

BmicT Maruiro

Kanmiii

LoD = meka BUABICHHA
LoQ = Meska KiJIbKiCHOTO
BHABIIEHHA

PryTb

LoD = mexxa BUABIIEHHA
LoQ = mexa KinbKiCHOro
BUABJNEHHS

CaHHelb

LoD = mexa BHABJICHHA

LoQ = meska KinbKicHOro
BUSABJIEHHA

Ewnrepobaxrepii
Ilepepaxysanna: I1SO 21528-2

Jlictepis MOHOLMTOTEHHA
Ilepepaxyeanna: 1SO 11290-2
CaneMmoHena

Busenenna: 1SO 6579

3ATBEP/I’KEHO

KepiBHuk cayx0H KOHTPOII0 siKoCTi /mianuc/

JNEJBTA MEJIKEJI TPOMOYUIH3 AT
3ECT 3D KAJIbLII1 PETAP/L, TpHmaposi Tadaerkn B 6anoqui Ne30

PE3VJIIbTAT

Binnosinae

IMo3zutuBHMIA

14,9 Mxr/Tabnerka
208,93 mr/TadbneTtka
56,13 mr/Tabnerka

55,55 mr/Tabnerka

0,061 mr/kr

< LoQ (= 0,005 Mr/kr) Mr/kr

0,102 mr/kr

<10 KYO/r

<100 KYO/r

BigcyThifi /25 1

Kona nmpoaykry: 06007172

CHEUU®DIKALLLA

Tpuwaposa noBracta TabneTka:
JKOBTHI Lap 3 OITAMH KpanKamH,
cepenHiit Ginuii wap, yeproHHi
map 3 6inTHMH Kpankamu

ITo3uTUBHMI

8.0 + 15,0 mkr/rabneTka
160,12 + 290,22 mr/Tabnetka
40,00 = 72,50 mr/rabneTka
40,00 = 72,50 mr/Tabnerka

<=1,000 mr/kr

<=0,100 mr/kr

<= 3,000 mr/kr

<=100KYO/r

=100 KYO/r

BiacyThiii /25 r

Marta 25/11/2024

CropiHka 13 1
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/NoroTn KoMnaii/ S.I.I.T. S.r.l. UNIPERSONALE

Innovative Healthcare Products Contract Development & Manufacturing
CEPTU®IKAT BIANOBIAHOCTI

3aMOBHHK JEJBbTA MEJIKEJI IPOMOYUIIH3 AT
[Tpoaykr 3ECT 3D KAJIBIIA PETAP/I, Tpumaposi Tabuerkn B 6anouni Ne30
Cepis Ne NY226

Tepmin npunatsocti 31/10/2027
1M JOKYMEHTOM KOMIIaHis 3asABIs€ PO BiNOBIAHICTS L€l cepii:
- xXimiyaum cneuudikawiam (za nompeou)
PekoMeHallii 1OA0 AHATITHYHHX OMYyCTHMHX BilIXuaeHb 3actocoBai odiuiiino (Itanificbke MinicTepcTBo
0XOpoHH 310poB’4, 16,06.2016); BianoBiaHa nocTaHoBa JlenapTamMeHTy OXOpOoHH 310poB’s Ne 7 8i130.10.2002.
- mikpobionoriyaum cneuudikauiam
pinnosiauuii Pernament €C Ne 2073/2005, 31 3MiHaMH Ta JONOBHEHHAMH.
SIIT rapaHTye BiAMOBIAHICTH BUILIE3a3HAYEHOTO BIACHOMY aHAIITHYHOMY TUTaHy.
- crnenudikaLisiM L1010 MEPBHHHOT YIIAKOBKH Ta MaPKYBaHHHA
ginnoeinnuii Pernament €C Ne 2023/2006; Pernament €C Ne 1935/2004; moctanosa JlemapraMeHTy OXOpPOHH
3popoe’s Big 21.03.1973, 31 3MiHaMy Ta JIOTIOBHEHHAMH.
- cnenudikauiam, noB’sI3aHUM i3 METOJAMH TEXHOJIOTIYHOT0 KOHTPOII0
BHYTPILUHI CTAHIAPTHI eKCTUTyaTalliiHi NPOLeIyPH.
KomnaHisi 3asiB/si€, 10 eTANH BHPOOHHITBA Ta MAKYBAHHS BiANOBIAAI0TH NJIAHY CAMOKOHTPOJIIO

komnanii S.LLT. moao aHanisy pu3HKIB Ta KPHTHYHHX KOHTpoabuux Toyok HACCP sriamo 3
Permamentom €C 852/2004

CEPIIO 3BATBEPJKEHO

KepiBHUK Ciyk01 KOHTPOJIO AKOCTI /mianuc/ Hara 25/11/2024

Kommnanist S.L.LT. Mose MiATBePIHTH L0 3asABY 32 A0MIOMOr0I0 BCi€l TeXHOM0riuHOT JoKyMeHTawil. 3anuT mae
OyTH HanpabieHuii 10 KepiBHHKA CAYKOH KOHTPOJIIO SIKOCTI BHPOIOBA 15 nuiB nicas BiABAHTAXKEHHS
npoayKUil.

Jlasi 36epesenns: BAACTHBOCTedl | AKOCTI MpoayKuii BAPOGHHK PEKOMEHIYE TAKi YMOBH 30epiranns:

K <25°C

o 15-25°C

o 8-25°C

o 2-8°C

PexoMeHIYEMO TAKOK He MLIABATH NPOAYKLII0 rapsiomy APYKY, YHHKATH KOHTAKTY 3 COHUEM Ta BO/010.

BupofHHK He Hece BiANOBIIAILHOCTI 32 MPOAYKLII0, MOWKOIKEHY BHACIII0K HEHAJIEKHOTO0 30epiranns.

CropiHka 13 1
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SLLT. S.r.l. UNIPERSONALE

Innovative Healthcare Products Contract Development & Manufacturing

CERTIFICATE OF ANALYSIS

Certificate N° 1_2410656 Product Code: 06007172

Customer DELTA MEDICAL PROMOTIONS AG

Product ZEST® 3D CALCIUM RETARD, trilayer tablets in bottle #30 / UA

Batch N° NY226

Expiry Date 31/10/2027

Test Result Specification

Appearance Complies Oblong, trilayer tablet: yellow layer
visual test with white dots, central white

HPLC identification of Vitamin D

HPLC content of Vitamin D

Content of Calcium

Content of Phosphorus

Content of Magnesium

Cadmium
LoD = limit of detection
LoQ = limit of quantitation

Mercury

LoD = limit of detection
LoQ = limit of quantitation
Lead

LoD = limit of detection
LoQ = limit of quantitation

Enterobacteriaceae
Enumeration: ISO 21528-2

Listeria monocytogenes
Enumeration: ISO 11290-2

Salmonella spp
Detection: 1SO 6579

Positive

14,9 mcg/tablet

208,93 mg/tablet

56,13 mg/tablet

55,55 mg/tablet

0,061 mg/Kg

< LoQ (= 0,005 mg/Kag)

mg/Kg

0,102 mg/Kg

< 10 cfu/g

< 100 cfu/g

Absent / 25 g

layer, red layer with white dots
Positive

8,0 + 15,0 mcg/tablet

160,12 + 290,22 mg/tablet

40,00 + 72,50 mg/tablet

40,00 + 72,50 mg/tablet

<= 1,000 mg/Kg

<= 0,100 mg/Kg

<= 3,000 mg/Kg

<= 100 cfu/g

<= 100 cfu/g

Absent / 25 g
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S.LLT. S.r.]. UNIPERSONALE

Innovative Healthcare Products Contract Development & Manufacturing

CERTIFICATE OF ANALYSIS

Certificate N° 1_2410656 Product Code: 06007172
Customer DELTA MEDICAL PROMOTIONS AG

Product ZEST® 3D CALCIUM RETARD, trilayer tablets in bottle #30 / UA
Batch N° NY226

Expiry Date 31/10/2027

Test Result Specification

APPROVE%{
e
QC Manager HM%QJZ:&UJJ) ' pate 25/11/2024
&
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S.ILT. S.r.l. UNIPERSONALE

Innovative Healthcare Products Contract Development & Manufacturing
CERTIFICATE OF COMPLIANCE
Customer: DELTA MEDICAL PROMOTIONS AG
Product: ZEST® 3D CALCIUM RETARD, trilayer tablets in bottle #30 / UA
Batch N°:  NY226
Expiry date: 31/10/2027

We declare the batch compliance with:

-Chemical specifications (where applicable)
Guidelines on analytical tolerances applicable for the official (Italian Ministry of Health, 16/06/2016); Ref.
Decree of Dep. of Health n°7, 30/10/2002.

-Microbiological specifications
Ref. Regulation CE n°2073/2005 and amendments and/or Ph. Eur. current edition.

SIIT guarantees the above compliance according to its own analytical plan.
-Specifications for primary packaging and labelling
Ref. Regulation CE n°2023/2006; Regulation CE n°1935/2004; Decree of Dep. of Health 21/03/1973 and

amendments.
-Specifications related to in process controls

Internal Standard operating procedures.

We declare that the production and packaging steps comply with the SIIT self-
control plan HACCP, according to the regulation CE 852/2004

THE BATC EEN IT%PROVED
Q

By
QC Manager _ \ITaucenca, el P Date 25/11/2024

SIIT can support this declarati&:&vith all in process documentation. The request must be
directed to the QC Manager, within 15 days after the product shipment.

The producer recommends for the maintenance of properties and quality of the product the
following storage conditions:

X <25°C

o 15-25°C

o 8--25°C

o 2-8°C

We recommend also, not to expose the product to hot localized fonts, to sun and to water
contact.

The producer is not responsible for damaged products which are caused by improper
storage.
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