/Norotun koMnaHii/

S.LLT. S.r.l. UNIPERSONALE

Innovative Healthcare Products Contract Development & Manufacturing

CEPTU®IKAT AHANI3Y

Ceprudikar No 1 2403584

3aMOBHUK
[Tponykr

Cepis Ne AY124

Koa npoayxry: 06007103

JEJBTA MEJIIKEJ TIPOMOYUIH AI'
3ECT Maruniii B6 PETAP/] tataerkn Ne30

Jlara 3aKkiH4ueHHs TepMmiHy npuaatHocti 03/2027

TECT PE3VYIJIBTAT CIIEHUPIKAILILSA

Onuc Bianosinae IlponoBrysara  Tpumaposa
TabneTKa: CBITIO-CipHi, Bil
maike Oinoro g0 6inoro,
cipuil 31 CBIT/IMMH KpanKaMu

BEPX BusHaueHHs BitTaminy B6  Tlo3uTHBHMIA [To3uTHBHKUI

BEPX emicT BiTaminy B6
Bmict MarHiro

Kaamiii

LoD = medca suaenenns

LoQ = mexca KileKicHo20
BUIHAYECHNA

Mepkypii

LoD = mexca eusagnenns

LoQ = medca KinbKiCHO20 BUIHAYEHHA

CeuHeELb

LoD = medwca euasienns

LoQ = mexca KinbKICHOZ0 6UIHAYEHHA
Enrepobakrepii

Hepenix: 1SO 21528-2

JlicTepis MOHOLMTOre€HHa
Ilepenix: ISO 11290-2
CanbMoHena

Busnavenus: 6579

3ATBEPI)KEHO

KepiBHHK c1y#KOH KOHTPOJII0 SIKOCTI

/6namk komMnaHii/

7.49 mr/Tabnetka
341,85 mr/Tabnerka

0,074 mr/kr

<LoQ (= 0,00014 mr/kr)
MI/KT

0,075 mr/kr

<10 KYO/r
<100 KYO/r

Biacytni /25 r

/mianuc/

Jdata 19/04/2024

4,00 = 7,50 mr/rabnerka
291.20 = 527,80 mr/Tabnetka

<= 1,000 mr/kr

<=0,100 mr/kr

<= 3,000 mr/kr

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

BigcytHi /25 r




/NoroTnn KoMnaHii/
S.ILT. S.r.l. UNIPERSONALE
Innovative Healthcare Products Contract Development & Manufacturing

CEPTUO®IKAT BIANOBIAHOCTI

3aMOBHHK AEJTBTA MEJIKEJI IPOMOYIIH AT
[lponykt 3ECT Marwuiii B6 PETAP/ Ta6nerkn Ne30
Cepist Ne AY124

JlaTa 3akinueHHs tepMiny npuaatHocti 03/2027

Mmu nexnapy#Mo, 110 napTis BianoBigae:
- XimiuHuMm cnenudikaniam (sa nompedu)
HacTtanoBu wofo aHamiTH4HMX Aonyckis (MidicTepcTBo oxoponu 3mopoB’s Itamii, 16.06.2016); Tlocranosa
HenapramenTy oxoponu 310pos's Ne 7, 30/10/2002
- mikpo6ioaoriynuM cnenngikamiam:
Pernament €C Ne 2073/2005 ta 3minu, Ta/ado Epponefickka Gpapmakones NOTOUYHE BUAAHHA.
SIIT rapanTye BULIE3a3HAYEHY BiANOBIAHICTh BiANOBITHO 10 BIACHOTO AHANITHYHOTO MIaHy
- cneuHgpikanigM MOA0 NEPBHHHOT YITAKOBKH Ta MADKYBAHHS:
Pernament €C Ne 2023/2006; Pernament €C Ne 1935/2004; nocranoea [lenapTaMeHTY OXOPOHH 310pOB’s Binl
21/03/1973 Ta 10NOBHEHHIMH
- cneuudikanisiM, NoB A3aHUM 3 TIPOIIECOM KOHTPOJIIO:
BHYTPILIHI CTAHAAPTHI eKcryarauiiHi npoueaypH
Komnanisi 3asBJsi€, 110 eTanH BUPOOHUITBA Ta MAaKYBAHHA BilMOBiIalTh INIAHY CAMOKOHTPOJIO

komnanii S.LLT. moao aHaxizsy pu3sukiB Ta KPUTHYHHX KOHTpoabHHX Towok (HACCP) sriano 3
Pernamentom €C 852/2004,

CEPIIO 3ATBEP/’KEHO

KepiBHuK cly01 KOHTPOIIO AKOCTI /nianuc/ Jlara 19/04/2024

Komnanis S.LI.T. Moke NiATBepANTH 110 3asBY 32 A0MOMOI0K BCi€l TeXHOJI0TYHOT 10KymMeHTawil, 3anuT mae
6yTH HANPABJIEHHI 10 KepPiBHUKA CJHYAKOH KOHTPOMI0 SIKOCTI Bnpoaosx 15 aHiB MicjasA BiABaHTAKEHHS
NMpoayKUii.

s 30epeseHHs BIACTHBOCTEN i IKOCTI MpoayKuii BHPOOHHK PeKOMEHIy€E TaKi yMoBu 30epiranus:

<25°C
o 1525°C
o 8-25°C =
XA #ig,>
0 2-8°C s Mz

X

PexoMeHIy€EMO TAKOK He MiIABATH NPOAYKUiK0 raps4omy APYKY, YHHKATH KOHTAKTY 3

Bupo6Huk He Hece BiANoBigaIbHOCTI 32 NPOAYKUIIO, MOIWKOIKEHY BHACTII0OK HEHAIEKH

/6nanK komnaHii/



SILT. S.r.l. UNIPERSONALE

innovative Healthcare Products Contract Development & Manufacturing

CERTIFICATE OF ANALYSIS

Certificate N° 1_2403584

Product Code: 06007103

Customer DELTA MEDICAL PROMOTIONS AG

Product ZEST® MgB6 RETARD tablets N°30

Batch N° AY124

Expiry Date 03/2027

Test Result Specification

Appearance Complies Oblong three-layer tablet: light
grey, from almost white to white,
grey with light dots

HPLC identification of Vitamin B6 Positive Positive

HPLC content of Vitamin B6

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

APPROVED

7,49 mg/tablet

341,85 mg/tablet

0,074 mg/Kg

< LoQ (= 0,00014 mg/Kg)

mg/Kg

0,075 mg/Kg

< 10 cfu/g

< 100 cfu/g

Absent / 25 g

XQC ManagerJE)")@uK Sq‘u'eua{?o Date _19/04/2024

4,00 + 7,50 mg/tablet

291,20 + 527,80 mg/tablet

<= 1,000 mg/Kg

<= 0,100 mg/Kg

<= 3,000 mg/Kg

<= 100 cfu/g

<= 100 cfu/g

Absent / 25 g

Sede Legale
Uff. Amm.

: 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

S.L.LT. Servizio Internazionale Imballaggt 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 1.V.A./Cod. Fisc. 00820090157

PEC:direzioneamministrativa,siit@pec.it




S.LLT. S.r.l. UNIPERSONALE

Innovative Healthcare Products Contract Development & Manufacturing
CERTIFICATE OF COMPLIANCE
Customer: DELTA MEDICAL PROMOTIONS AG
Product: ZEST® MgB6 RETARD tablets N°30
Batch N°:  AY124
Expiry date: 03/2027

We declare the batch compliance with:

-Chemical specifications (where appiicable)

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 BATCH F{AS BEEN APPROVED
Xac Manager [Bhella. Sq‘ueu@ﬁo Date 19/04/2024

SIIT can support this declaration 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 cau Q@
storage.

Sede Legale : 20090 TREZZANO sul NAVIGLIO (MI) - Via Ariosto 50/60 - Tel. 02 4843521 r.a. - Rg 4 6179
Uff. Amm. : 20090 TREZZANO sul NAVIGLIO (MI) - Via Canova 5/7 - Tel. 02 4843521 r.a. - Fax 0L 20801267
S.I.I.T. 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 1.V.A./Cod. Fisc. 00820090157
PEC:direzioneamministrativa.siit@pec.it
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/NoroTun koMnaHii/

S.I.L.T. S.r.l. UNIPERSONALE

Innovative Healthcare Products Contract Development & Manufacturing

CEPTU®IKAT AHANI3Y

Ceprucdikar No 1 2403400

3aMOBHUK
[TponykTt

Cepist Ne AY122

Kox npoxykry: 06007103

JEJBTA MEJIKEJI IPOMOYIIH AI'
3ECT Marwniiit B6 PETAP/I tadaerkn Ne30

JlaTa 3akinueHHs TepmiHy npuaatHocti 03/2027

TECT PE3YJIBTAT CHNEHUDIKAILILA

Onuc Bianosinae [lpongoBrysara  TpuliapoBa
TabneTka: CBIiTIO-Cipuil, Bl
Mmaibke Oigoro go ©6ijoro,
cipuii 31 CBITIMMH Kparkamu

BEPX BusnaueHHs Bitaminy B6  ITo3uTnBHui [To3uTHBHUIA

BEPX emicT BiTamiHy B6
BwmicT Marsito

Kanmii

LoD = medica eusisnenns

LoQ = medica KinbKicH020
BUSHAYEHHA

Mepkypii

LoD = medca susenenns

LoQ = medica KinekicHo20 6UsHA4eHHs

CBuHelb

LoD = medica eussnenns

LoQ = medca KinbKicH020 8U3HAYEHHS
EnTepobakrepit

Iepenix: ISO 21528-2

Jlicrepis MOHOLIMTOr€HHA
[epenik: ISO 11290-2
CanbMoOHeENa

Busnavenns: 6579

3ATBEP/’)KEHO

KepiBHHUK CIy:K0H KOHTPOJTIO IKOCTI

S.ILT. Sarvixto Internationale Tarmoaaldantl irl - Stabllimonto autorlzznto alia produzione dI specials medidnall a dietetici per corrto te

7.29 mr/TabneTKa
385,93 mr/TabneTka
0,051 mr/kr

<LoQ (=0,00014 mr/kr)
MI/KD

0,276 mr/kr

<10 KYO/r
<100 KYO/r

BigcytHi /251

/mipnuc/

Jara 15/04/2024

4,000 + 7,500 mr/Tabnerka
291,20 + 527,80 mr/radneTka
<= 1,000 mr/kr

<=0,100 Mr/kr

<= 3,000 mr/kr

=100 KYO/r
<=100 KYO/r

Bigcytni /25

i
=

SEDE LEGALE E 8TABZUMENTO: 20090 TREZZANO aul NAVIGUO (MI) - Via Ariosto, 50/60 - Tel. 02 4843521 r.a. - Fax 02 48401793 Cap.Soc. C 50.590 Int.vers. -

Reg della Impr. dI Milano N. 147406 - R.E.A. MI




/JloroTun KoMnaHii/
S.I.L.T. S.r.l. UNIPERSONALE
Innovative Healthcare Products Contract Development & Manufacturing

CEPTU®IKAT BIANOBIAHOCTI

3aMOBHHUK JOEJBTA MEJIKEJ IPOMOYIIH AT
ITpoaykt 3ECT Maruiii B6 PETAP/I Ta6aeTkn Ne30
Cepist Ne AY122

Jlara 3akiHueHHst TepMiHy npuaatHocti 03/2027

Mu nexnapyiimo, 110 TapTis BiAMoBizac:
- XiMiuHEM crienqudikaumisivM (3a nompeou)
HacTaHoBM W00 aHaliTHYHUX momyckiB (MiHicrepcTBo oxopoHu 3mopos’s Itanii, 16.06.2016); Ilocranosa
JlenapTamenTy oxopon#u 310pos's Ne 7, 30/10/2002
- mikpo6Giosoriyaum cneundikanmism:
Pernament €C Ne 2073/2005 ta 3minu, Ta/abo €Bporneiicbka Gapmakones NoTOUHe BUAAHHS.
SIIT rapaHTye BHIIE3a3HaueHy BiANOBIAHICTh BIAMOBIIHO 110 BIACHONO aHANITHYHOTO MITAHY
- cneundikalisiM 111010 NEPBUHHOI YIAKOBKH Ta MapPKYBaHHs:
Pernament €C Ne 2023/2006; Pernavent €C Ne 1935/2004; nocranosa [lenapTaMeHTy OXOPOHH 310pOB’s Bil
21/03/1973 Ta 1ONOBHEHHAMHU
- cmenudikanisaM, NOB’I3aHUM 3 MPOLECOM KOHTPOJIIO:
BHYTpILLHI CTAHAAPTHI eKCILTyaTaliiHi npoueaypu
Komnawuisi 3asiBJIsi€, L0 €TANIH BUPOOHUUTBA Ta NMAKYBAHHS BIANOBIAaI0TH IJIAHY CAMOKOHTPOJIIO

kommnanii S.LLT. mwogo aHajgisy pu3suKiB Ta KPUTHUHHX KOHTPOAbHUX Touok (HACCP) sriano 3
Peraamentom €C 852/2004.

CEPIIO 3ATBEPKEHO

KepiBHUK ciiy:k01 KOHTPOJIO AKOCTI /mianuc/ JlaTa 15/04/2024

Komnanist S.I.I.T. Mose MiATBEpAMTH LIO 3a5IBY 32 A0MOMOI0I0 BCi€l TexHosIoriunoi f0kymenTauii. 3anur mae
OyTH HAnpaBJieHuii 10 KepiBHHKA CIyX0M KOHTPOJIO SIKOCTi BIIPOIOBXK 15 aHiB nicas BiABAHTAMKeHHS
poayKuii.

Jlist 36epexennst BJIACTHBOCTEN | IKOCTi NPOAyKUii BHPOOHHK peKoMeHaye Taki yMoBH 30epiranus:
<25°C

o 15-25°C

o 8-25°C

o 2-8°C




IIPERSONALE

innovative Healthcare Products Contract Development & Manufacturing

CERTIFICATE OF ANALYSIS

Certificate N° 1_2403400 Product Code: 06007103

Customer DELTA MEDICAL PROMOTIONS AG

Product ZEST MgB6 RETARD tablets N°30

Batch N° AY122

Expiry Date 03/2027

Test Result Specification

Appearance Complies Oblong three-layer tablet: light
grey, from almost white to white,
grey with light dots

HPLC identification of Vitamin B6 Positive Positive

HPLC content of Vitamin B6

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: I1SO 6579

APPROVED

7,29 mg/tablet

385,93 mg/tablet

0,051 mg/Kg

< LoQ (= 0,00014 mg/Kg)

mg/Kg

0,276 mg/Kg

< 10 cfu/g

< 100 cfu/g

Absent / 25 g

4,00 + 7,50 mg/tablet

291,20 + 527,80 mg/tablet

<= 1,000 mg/Kg

<= 0,100 mg/Kg

<= 3,000 mg/Kg

<= 100 cfu/g

<= 100 cfu/g

Absent / 25 g

As

e wansger [DhEO quelleio ., 1510412024

* |CEPTHOIKATIB
et

. 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
S.1.1.T. Servizio Internazionale Imballaggi Termosaldanti 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.siit@pec.it

Sede Legale
Uff. Amm.




S.LLT. S.r.]. unpERSONALE
Innovative Healthcare Products Contract Development & Manufacturing
CERTIFICATE OF COMPLIANCE
Customer: DELTA MEDICAL PROMOTIONS AG
Product: ZEST MgB6 RETARD tablets N°30
Batch N°:  AY122
Expiry date: 03/2027

We declare the batch compliance with:

-Chemical specifications (where appiicable)

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 SIT self-
control plan HACCP, according to the regulation CE 852/2004

THE BATCH rAS BEEN APPROVED
X QC Manager [Sahelle. Sc?mefmo Date 15/04/2024

SIIT can support this declaration 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:
< 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. AT

The producer is not responsible for damaged products which are caysg)

storage. ‘

Sede Legale : 20090 TREZZANO sul NAVIGLIO (MI) - Via Ariosto 50/60 - Tel. 02 4843521 r.a. ax | .
Uff. Amm. : 20090 TREZZANO sul NAVIGLIO (MI) - Via Canova 5/7 - Tel. 02 4843521 r.a. - Paxc 0248y
S.I.L.T. 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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