/NoroTun KoMnawii/

S.LLL.T. S.r.l. UNIPERSONALE

Innovative Healthcare Products Contact Development & Manufacturing

CEPTU®DIKAT AHANI3Y

Ceprudpixar Ne 1_2501530

Kox npoaykry: 06007366

3aMOBHHK JEJBTA MEJIKEI MPOMOYUIH3 AT
IMponykr 3ECT B-Komnuiekce Perapa, Tabaerkn Ne30
Cepist Ne GZC07
Jlata 3aKiHueHHA TEPMiHY NPUAATHOCTI 11/2027
TECT PE3VJIBTAT CHEUH®IKALLIA
Onnc Binnoginae [Tponosrysati TpHiLaposi
Ta0NeTKH: ap JKOBTOTO KOJLOPY,
6in0-pokeBOro Konbopy
UeHTpasIbHMUL Wap Ta wap CBiT/I0
POKEBOrO KOJLOPY 3 TEMHUMH
KparnkamH
Kaamiii <LoQ (=0,005 mr/kr) <= 1,000 Mr/kr

LoD = mexa BHABJIEHHA
LoQ = mexa KiTbKiCHOTO BU3HAYEHHS

PryTe
LoD = mexa BUABNEHHA
LoQ = Mexka KiJIbKICHOTO BH3HA4YeHHA

CBHHELb
LoD = meka BHAB/IEHHSA
LoQ = Mexa KibKICHOr0 BH3HA4EHHA

Enrtepobakrepil
[lepepaxyeanusa: 1SO 21528-2
JlicTepis MOHOLIMTOI€HHA
llepepaxysanua: 1SO 11290-2
CanbmoHena

Busenenna: 1SO 6379

SATBEPJ’)KEHO

KepiBHUK c1yK6H KOHTPOII0 SIKOCTI /mianue/

Jdara 14/02/2025

/Bnauk Komnanii/

Mr/kr

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

0,032 mr/kr

< 10 KYO/r
<100 KYO/r

BincyTni/25 r

<= 0,100 mr/kr

<= 3,000 Mr/kr

<=100 KYO/r
<= 100 KYO/r

BingcyTHi/25 1
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/NoroTun KoMnawii/
S.LI.I.T. S.r.l. UNIPERSONALE

Innovative Healthcare Products Contact Development & Manufacturing
CEPTU®IKAT BIANOBIAHOCTI

3aMOBHHK JEJbTA MEJIKEJI IPOMOYIIH3 AT
[Tpoaykr 3ECT B-Kommuexce Perapa, Tadierku Ne30

Cepis Ne GZC07
JlaTa 3akiHueHHs TepMiHy npuaatHocti 11/2027
[[MM TOKYMEHTOM KOMMaHis 3asABMA€ PO BiANOBIAHICTh L€l cepir:
- ximiyHuM cnieuugikawiam (sa nompetu)
HacranoBu woao aHamiTHuHuX jgonyckis (MinictepcTBo oxopoHu 3mopos’s Itanii, 16.06.2016); ITocranopa
JlenaprameHTy oxoponu 31opos's Ne 7, 30/10/2002.
- Mikpobioaoriuaum cneundikauisim
Pernament €C Ne 2073/2005 ta 3minu, Ta/abo €Bponeiicbka (papmaxkones noTouHe BHAAHHS.
SIIT rapanTy€ BHLIE3a3HaueHy BiAMNOBIAHICTE BIAMOBIAHO 10 BAACHOIO aHANITHYHOTO TMAHY
- cneuHdikaniaM mo10 NePBHHHOT YIAKOBKH Ta MAPKYBAaHHS
Bianoeiauuit Pernament €C Ne 2023/2006; Pernament €C No 1935/2004; nekper JlenapramMeHTy OXOPOHH 3/10pOB’ s
Big 21.03.1973, 3i 3MiHaMH Ta 10NOBHEHHAMH.
- cneuuikauisiv, MoB’ A3aHUM i3 METOJAMH T€XHOJOTTIHOI0 KOHTPOJIIO
BHYTPIlLIHI CTAHAAPTHI ekcrulyaTauiiiii npoueaypu.
Komnanis 3asiBJIsi€, L0 €TANH BHPOOHHUTEA TA NAKYBAHHS BiANOBIIAKTHL IUIAHY CAMOKOHTPOJIIO

womnauii S.LLT. moao ananisy pH3sHKiB Ta KPHTHYHHX KOHTpoabHHX Touok (HACCP) 3riauo 3
Pernamentom €C 852/2004.

CEPIIO 3ATBEP)KEHO
KepiBHuK c/y:k01 KOHTPOIO AKOCTI /mianuc/ Hara 14/02/2025

Komnawuis S.L.I.T. Moke MiATBepANTH IO 3a5BY 32 J0MOMOTr0I0 Beici TeXHOI0TI9HOT 10KyMeHTalil. 3anuT mae
GyTH HanpasJeHHil 10 KepiBHHKA Cayk0H KOHTPOIK AKOCTI BNpoAoBxk 15 AHIB NicHs BiABAHTAKEHHS
MpoayKUii.

b <25°C
15-25°C
o 8-25°C
2-8°C

L]

a

BupoGHHK He Hece BiAMOBIAAILHOCTI 32 NPOAYKLII0, MOMKOTKEHY BHACI10K HEHAJIEAKHOr0 3DepITaHHSI.

Cropinka 13 1

/BnaHK koMnawii/



S.IILT. S.r.l. UNIPERSONALE

Innovative Healthcare Products Contract Development & Manufacturing

CERTIFICATE OF ANALYSIS

Certificate N° 1_2501530 Product Code: 06007366

APPROVE

; 3nwmﬂcﬁm@? bate 14/02/2025
(A

QC Manage

Customer DELTA MEDICAL PROMOTIONS AG

Product ZEST® B-COMPLEX RETARD tablets N°30

Batch N° GZCo7

Expiry Date 11/2027

Test Result Specification

Appearance Complies Three-layer oblong tablet: yellow
layer, white-pinkish central layer,
light pink layer with dark dots

Cadmium < LoQ (= 0,005 mg/Kg) <= 1,000 mg/Kg

LoD = limit of detection
LoQ = limit of quantitation
Mercury

LoD = limit of detection
Lo@Q = limit of quantitation

Lead

LoD = limit of detection
LoQ = limit of quantitation
Enterobacteriaceae
Enumeration: ISO 21528-2

Listeria monocytogenes
Enumeration: I1SO 11290-2

Salmonella spp
Detection: ISO 6579

mg/Kg

< LoQ (= 0,005 mg/Kg)
mg/Kg

0,032 mg/Kg

< 10 cfu/g

< 100 cfu/g

Absent / 25 g

<= 0,100 mg/Kg

<= 3,000 mg/Kg

<= 100 cfu/g

<= 100 cfu/g

Absent / 25 g
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Sede Legale : 20090 TREZZANO sul NAVIGLIO (MI) - Via Ariosto 50/60 - Tel. 02 4843521 r.a. - Fax
Uff. Amm. : 20090 TREZZANO sul NAVIGLIO| (MI) - Via Canova 5/7 - Tel. 02 4843521 r.a. — Fax 02 48401793
5.1.1.T. Servizio Internazionale Imballaggi Termesaldanti st
Stabilimento autorizzato alla produzione di specialita medicinali e dietetici per conto terzi
Cap. Soc. € 2.000.000 int. Vers, - R.E.A. Milano N, 535706 - Reg.Imprese/Partita 1.V.A./Cod. Fisc. 00820090157
PEC:direzioneamministrativa, sit@pec.it




S.ILT. S.r.]l. UNIPERSONALE

innovative Healthcare Products Contract Development & Manufacturing
CERTIFICATE OF COMPLIANCE
Customer: DELTA MEDICAL PROMOTIONS AG
Product: ZEST® B-COMPLEX RETARD tablets N°30
Batch N°:  GZCO07
Expiry date: 11/2027

We declare the batch compliance with:

-Chemical specifications (where applicable)

Guidelines on analytical tolerances applicable for the official (ltalian 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 BATCH@%’BEEN ?EPROVED

QC Manager \/Ttouen el Date 14/02/2025

SIIT can support this declarati@wnh 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

contact. ;
The producer is not responsible for damaged products which are caugge’
storage. Y

Sede Legale : 20090 TREZZANO sul NAVIGLIO (MI) - Via Ariosto 50/60 - Tel. 02 4843521 r.a. - \'?5
Uff. Amm. : 20090 TREZZANO sul NAVIGLIO (MI) - Via Canova 5/7 - Tel. 02 4843521 r.a. - Fax\ & PAgee
S.LLT. Servizio Internazionale Imballaggi Termosaldanti srl
Stabilimento autorizzato alla produzione di specialita medicinali e dietetici per conto terzi
Cap. Soc. € 2.000.000 int. Vers. - R.E.A. Milano N. 535706 - Reg.Imprese/Partita I.V.A./Cod. Fisc. 00820090157
PEC:direzioneamministrativa.siit@pec.it
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