/NoroTun koMnawii/

S.LIT. S.r.l. UNIPERSONALE

Innovative Healthcare Products Contact Development & Manufacturing

CEPTU®IKAT AHAJII3Y

Ceprudikar No 1_2410153

3aMOBHHK

[Tponykr

Cepis NeTY861

JEJbTA MEJAIKEJ [TIPOMOYILIH3 A’
3ECT ®EPPYM PETAP/l - 30 Tabaerox / ¥YKp

Kox npoaykry: 06007273

Jlata 3aKiHueHHs TepMiHy NPHAATHOCTI 09/2027
TECT PE3VJIbTAT CHEUUDIKALIA
Jlata BupoOGHHUTBA 10/2024 MM.PPPP
Omnuc Binnoeinae OpanbHi TPHLIAPOBI TAONETKH:

Opzanonenmuyii 6unpoGYSanis

[oTtenuiomerpuunuii BmicT BiTaminy C
Buympiwiia memoouxa

Bwicr 3aniza
ICP-OES eHympiutna memoouxa

Kanwmiii
LoD = medica 6uasnerHnn
LoQ = medca KiNbKICH020 BUSHAYEHNSA

Mepkypii

LoD = medca eussnenns

LoQ = mexca KinbKicH020 UIHAYEHHA
CeuHelb

LoD = mexca eussienns

LoQ = medca KinbKiCH020 BUZHAHEHHA

EnTepobakrepil
Iepepaxysanna ISO 21528-2

JlicTepist MOHOLIUTOT€HHA
Hepepaxysanns 1SO 11290-2

CaneMoHena
Busgnenna ISO 6579

3ATBEPJIZKEHO

KepiBHHK c1y)0H KOHTPOII0 sIKOCTI /mianuc/

76 wmr/Tabnerka

30,8 mr/rabneTtka

0,010 mMr/kr

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

0,097 mr/kr

<10 KYO/r

<100 KYO/r

BincyTHii/25 1

Jlata 20/11/2024

JKOBTHH LIAp, YepBOHMHA wIap,
KOpHYHEBHIi wwap 3 61auMH
BKpanieHHAMH

56+105 mr/rabnerka

24,0+43,5 mr/rabnetka

<= 1,000 mr/kr

<= 0,100 Mr/kr

<= 3,000 mr/kr

<=100 KYO/r

<=100 KYO/r

/Norotun komnasii/

CropiHka 131



/Norotun KoMnawii/
S.I.I.T. S.r.l. UNIPERSONALE

Innovative Healthcare Products Contact Development & Manufacturing
CEPTUO®IKAT BIANOBIAHOCTI

3aMOBHHK JEJBTA MEJIKEJ IPOMOVYIIH3 AT
[Tponyxt 3ECT ®EPPYM PETAP/I - 30 Tabuerok, YKp
Cepia Ne TY861

JlaTa 3akiHueHHs TepMiHy npuaatHocti 09/2027

LIMM JOKYMEHTOM KOMIIaHisi 3asBIIf€ PO BiANOBIAHICTE L€l cepii:
- Ximiynum cneundikauiam (sa nompeiu)
PexoMenaawii WOAO AHATITHYHUX OOMYCTHMHMX BiJAXMNeHb 3acTocoBaHi odiuifino (Itanificeke MinicTepcTeo
OXOpOHH 3710poe’s, 16.06.2016); sianoeiaHa nocrakosa [lenapramMeHTy oxopoHH 3n0pos’s Ne 7 Bix 30.10.2002
- MikpobioaorivHHM crelupikauisimM:
(Binnosiguuii Pernament €C Ne 2073/20035, 31 3MiHaMH Ta J10MOBHEHHAMH)
SIIT rapaunTye BiANOBIAHICTL BHLIE3a3HAYEHOTO BIACHOMY aHATITHYHOMY TLIaHYy.
- cmenngikamisM 11010 NePBHHHOT YIIAKOBKH Ta MAPKYBAHHS:
(Bianosianwit Pernament €C Ne 2023/2006; Pernament €C Ne 1935/2004; nekpet JlenaprameHTy OXOPOHH 310POB’A
Bin 21.03.1973, 3i 3MiHaMu Ta JAONOBHEHHAMH)
- cneuudikawisaM, NOB’A3aHNM i3 METOIAMH TEXHOJIOTIMHOI0 KOHTPOJII0:
(BHYTPilUHI cTaHZApTHI ekcrTyaTaliiini npouexypu)
Komnanis 3aaBas€, 010 eTaNH BHPOOHHUTBA TA NMAKYBAHHS BiINOBIAATL MIAHY CAMOKOHTPOJIK

komnasii S.LLT. moio aHajizy pH3HKIB Ta KPHTHYHHX KOHTpoabHHX Touok (HACCP) sriano 3
Pernamentom €C 852/2004.

CEPIIO 3ATBEP/IZKEHO
KepiBHuKk ¢1yG1 KOHTPOIMO AKOCTI /mianuc/ Jlara 20/11/2024

Komnanis S.I.LT. Moe MiATBEPANTH LIO 3asIBY 32 10TIOMOr0I0 BCi€l TEXHOIOMMHOT JoKYMeHTaLil. 3anuT mae
fyTH HAanpaBJeHuii 10 KepiBHHKA CAyxkOH KOHTPOIIO SIKOCTI BPogoBx 15 AHIB micas BiiBAHTAKEHHS
NpoayKii.

k] <25°C
o 15-25°C
o 8-25°C
o 2-8°C

BupoGHHK He Hece BiANOBIAATLHOCTI 32 NPOAYKILII0, MOWIKOIKEHY BHACTIA0K HEHAIEKRHOT0 3Depiranns .
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SLLT. S.r.]. unPERSONALE

innovative Healthcare Products Contract Development & Manufacturing

CERTIFICATE OF ANALYSIS

Certificate N°® 1_2410153

Product Code: 06007273

APPROVED

<ﬂ’77 K | @r
[Tougencg /| \EaUD - pate 20/11/2024

QC Manager

Customer DELTA MEDICAL PROMOTIONS AG

Product ZEST® FERRUM RETARD - 30 tablets / UA

Batch N° TY861

Expiry Date 09/2027

Test Result Specification

Manufacturing date 10/2024 mm/yyyy

Appearance Complies Oval three-layer tablet: yellow

organoleptic test

Potentiometric content of Vitamin C

internal method

Content of Iron
ICP-0OES internal method

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: 1SO 11290-2

Salmonella spp
Detection: ISO 6579

76 mg/tablet

30,8 mg/tablet

0,010 mg/Kg

< LoQ (= 0,005 mg/Kg)

mg/Kg

0,097 mg/Kg

< 10 cfu/g

< 100 cfu/g

Absent / 25 g

L

layer, red layer, brown layer with
white dots

56 + 105 mg/tablet

24,0 + 43,5 mg/tablet

<= 1,000 mg/Kg

<= 0,100 mg/Kg

<= 3,000 mg/Kg

<= 100 cfu/g

<= 100 cfu/g

Absent / 25 g u,':“'}*vxpafuq
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: 20090 TREZZANO sul NAVIGLIO (MI) - Via Ariosto 50/60 - Tel. 02 4843521 r.a. - Fax 02 48401793
: 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

Sede Legale
Uff. Amm.




S.ILLT. S.r.]. UNIPERSONALE

Innovative Healthcare Products Contract Development & Manufacturing
CERTIFICATE OF COMPLIANCE
Customer: DELTA MEDICAL PROMOTIONS AG
Product: ZEST® FERRUM RETARD - 30 tablets / UA
Batch N°:  TY861
Expiry date: 09/2027

We declare the batch compliance with:

-Chemical specifications (where appiicable)

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;I%?BEEN ? RO\;_ED
QC Manager \Touceca ) oee!uo®: Date 20/11/2024

SIIT can support this declaratg)with 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 cause
storage.

Sede Legale : 20090 TREZZANO sul NAVIGLIO (MI) - Via Ariosto 50/60 - Tel. 02 4843521 r.a. - Fa
Uff. Amm. : 20090 TREZZANQ sul NAVIGLIO (MI) - Via Canova 5/7 - Tel. 02 4843521 r.a. - Fa
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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