BnaHk komnaHii Mpob6ioTikan

Gp.131
MpoTokon BunpobysaHb Ne 2423-24 [ata 29.10.2024
MpuiHATTA No: 2423 [Nata npuiHaTTA: 25.10.2024
3amoBHuK: fenbta Megiken MpomoywHs Al
3pasku sigibpani: NpobioTikan Bia 25.10.2024
Onwuc 3pasky: Mpoaykt: NPEMA® ANA [OITEW AYO - aietuuHa gobaeka
Cepina: 24003
Po3mip cepii: 20.875 ynakoBOK
YnakosKa: Kopobka 3 1 ¢pnakoHom, no 10 mn y GbnakoHi 3 nineTkoro (PF 0160)
Tepmin npuaatHocri: 08/2026
[Nata smpobHuuTea: 09/2024
Ymosw 36epiraHnHa: 36epiraTi NPoAyKT Npu KiMHaTHIk Temnepatypi < 25 °C, 8
3aXMLLEHOMY Bifj BONIOTM, NOBITPA i CBITN@ B NPOXONOAHOMY i CyXomy micui.
Bunpobysanus MeToau BunpoSyBaHHus PesyabTaTH Cueundikanii
SCH.T (PF0160-0444-
0705) pen. 13
JKummezdamui KiimuHu Met. Biolab 612-08 > 34-10% knitun/10 ma > 34-107 knitun/10 ma
3abpyodnioroui
MIKpOOpeanizmu npu ISO 13559 IDF 153:2002 20 KYO/ mn <5:10° KYO/ mn
memnepamypi 30°C
Escherichia coli €sp. ®apm. Bua 11.0 Bincyrni / ma Biacyrni / Mn
TYMC (dpixcoxci i
yeineai 2pubu) E€sp. ®apm. Bua 11.0 <10 KYO/ mn < 100 KYO/ mn
Loagulase pasitive UNI EN ISO 6888-1:2021 <10 KYO/ M <10 KYO/ M
Staphylococcus
Enterobactteria ISO 21528-2:2017 <10 KYO/mn < 100 KYO/ mn
Salmonella spp. €sp. ®apm. Bun 11.0 Bincytni / 10 Ma BincyTtHi / 10 Ma
Cronobacter spp. 1SO 22964:2017 BincyTHi / mn BigcyTni / 10 mn

pumiTka: Lleit npoToKo/ BUMIPOOYBAHb:

- He MOJKHa BiATBOPIOBATH 63 MMCHMOBOTO J103B0JIY JlaGopatopii

KepisHUK BiAAiNY KOHTPONIO AKOCTI/NianKC

BnaHk komnawii MpobioTikan




BnaHk KomnaHii MpobioTikan

®opma 15 pexa. 06 rif. SOP CQ/PR 026 —cTop.13 1 nie 3: 09.07.2018

®OPMA K: JIEKJIAPALILS BIZATIOBIJIHOCTI TOTOBOI MMPOIYKLIIT

IIum 3a8BAAEMO, 11O
1. Ilpoaykxt IIPEMA® J1JI51 JUTEHM AYO napris 24003, nanexuts 10 Kareropii X miernuni go6aeka,

MeuuHi BHpoGH, 6yB BHIOTOBIIEHHI BiANOBiAHO 10 cranaapris Ta Bumor HACCP Ta nitodoro GMP;
2. Matepias, 1110 BUKOPHCTOBYETBCA JUIA TIEPBUHHOI YITAaKOBKH [IPHIATHHH U1 Xap4OBOT0 BHKOPHCTAHHA;

3. CHpOBHMHA JUIsl IAKyBaHHs LbOTO npoayKty Bia 04/09/2024 € cyMiCHOI;
4. TIpoTOKON Ha BHPOOHHMUTBO CHPOBHHH 3allOBHEHHH KOPEKTHO, Pe3yJbTaTH 3HAXOMATBCS B MeEkKax

JOMYyCTHMOTO;
5. JIOKYMEHT II0/10 EPBHHHOI Ta BTOPHHHOI YTIAKOBKH BiJl MIAPSAIHUKA € BiNOBIIHMM (1O MiATBEPIKYE

MAPAIHHK);
6. HeBinnopignocTei mozo AaHoi cepii BUABIEHO He OyI10;
7. AHANiTHYHI 1aHHi BiAnosinaoTs Bumoram (Bianosiaro 1o SCH.T. PF 0160-0444-0705 peaaxuis 13).

Jueuce nogaTok o [Iporokony BumpoOysanb Ne 2423-24.

Ha ocHOBI 3a3Ha4Y€HMX BHILE 10JIOKEHB, CEpiA BUITYIICHA B OOIT.

*  MeHeIKep KOHTPOJIS AKOCTI:
/Tlignucano/

o VYroBHOBakeHa 0c00a BUANOBLIATbHA 3 MeIM4HI BUPOOH Ta (hapMalleBTHYHI IPOLYKT(H)

Jlarta 29/10/2024
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Surfing together

PRO%ICAL
L AN the Probiotic Galaxy

Pag. 1 di/of |
Rapporto di prova n®/ Test report n”; 2423-24 Data / Date 29.10.2024
Accettazione n® / Acceptance n° : 2423 Data di accettazione / Acceptance date: 25.10.2024
Cliente / Customer: DELTA MEDICAL PROMOTIONS AG
Prelievo effettuato da / Sampled by: Probiotical il /on: 25.10.2024
Descrizione campione / Sample description: Prodotto / Product: PREEMA® KIDS DUO - integratore alimentare / nutritional supplement

Lotto / Batch: 24003
Dimensione del lotto / Batch size: 20.875 astucci / packs

Confezione/ Packaging: astuccio con 1 flacone da 10 m! + contagocce /
box with I vial of 10 ml + drop counter (PF 0160)

Data di scadenza / Expiry date: 08/2026
Data di produzione / Manufactury date: 09/2024

Conservazione: conservare il prodotto a temperatura € 25°C ed al riparo da umidita, aria ¢ luce
in luogo fresco ed asciutto / store the product at room temperature <25 °C,
protected from moisture, air and light in a cool and dry place.

PROVA / TEST METODO DI PROVA/ RISULTATI / RESULTS SPECIFICHE /
TEST METHOD SPECIFICATIONS
SCH.T ( PF0160-0444-0705)
rev. 13
Cellule vitali / : " - T A /
Viable cell Met. Biolab 612-08 >34 10°cell / 10 m! >34 10 cell/ 10 ml
Microrganismi contaminanti a 30°C / SO 13559 IDF 153:2002 20CFU/ ml <5-10°CFU / ml
Contaminant microorganism at 30°C
Escherichia coli E.P.ed. 11.0 Absent / ml Absent / ml
TYMC EP.ed 11.0 < 10CFU / ml < 100 CFU/ ml
(Lieviti e Muffe / Yeast and mould)
Staphylococcus coagulasi positivo / UNI EN-ISO 6888-1:2021 < 10CFU / ml <10 CFU/ ml
Coagulase positive Staphylococcus
Enterobatteri / Enterobacteria I1SO 21528-2:2017 < 10CFU/ ml < 100 CFU/ ml
Salmonella spp. E.P.ed. 11.0 Absent / 10 ml Absent / 10 ml
Cronobacter spp. ISO 22964 2017 Absent / ml Absent / 10 m]

Note: Il presente Rapporto di prova / This Tesi Report:
- non pud essere nprodotto parzialmente, salvo approvazione scritta del laboratono / cannot be partially reproduced, unless approved in writing by the laboratory

1l Responsabile del Controllo Qualita / QC Manager
Dr. Angela Rao

Probiotical S P A

Sede Legale e Stabllimento di produzione Codice Fiscale e Partita IVA
1082820032

Via Enrico Mattel 3
28100 Novara (NO) ltaly Capitale Sociale
T +39 0321 499184 €120.00000 v

probiotical.com
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MODULO K: ATTESTATO DI CONFORMITA’ PRODOTTI FINITI/
FORM K: DECLARATION OF CONFORMITY FINISHED PRODUCTS

Con la presente si dichiara che / We hereby declare that

L.

il prodotto PREEMA® KIDS DUO lotto 24003, appartenente alla categoria X food supplement [
dispositivo medico, ¢ stato fabbricato nel rispetto della legislazione ¢ delle normative applicabili alla
categoria ed in conformita al’HACCP e alle GMP in vigore; / the product PREEMA® KIDS DUO
batch 24003, belong to the category X food supplement O medical device, was manufactured in
compliance with the legislation and the regulations applicable to the category and in compliance
with HACCP and GMP in force;

il materiale utilizzato per il confezionamento primario ¢ conforme all’uso alimentare; / the material
used for primary packaging is in accordance for food use,

il bulk destinato al confezionamento prodotto in data 04/09/2024 risulta conforme; / the bulk
intended for the packaging product on 04/09/2024 is compliant;

il batch record di produzione del bulk risulta correttamente compilato, i valori di processo risultano
all’interno dei range riportati; / the batch record production of bulk is properly completed, the
process values are within the ranges reported;

la documentazione relativa al confezionamento primario e secondario affidato al contoterzista risulta
conforme (come da certificato del contoterzista); / documentation relating to the primary and
secondary packaging entrusted to the contractor is compliant (as certified by the contractor),

non vi sono non conformita aperte a carico del lotto o che possano impattare sul lotto stesso; / there
are not “'not-conformity instituted against the lot or batch that has an impact on the same;

i dati analitici risultano conformi alle specifiche richieste (riportate in scheda tecnica SCH.T. PF
0160-0444-0705 rev. 13). Si veda il rapporto di prova n® 2423-24 in allegato. / analytical data are in
compliance with specific requirements (reported technical data sheet SCH.T. PF 0160-0444-0705
rev. 13). See the test report n° 2423-24 attached.

Sulla base delle dichiarazioni di cui sopra il lotto risulta rilasciato ed approvato per la vendita. / Based on the
above statements the batch is released and approved for sale.

“& 11 Responsabile del Controllo Qualita / Quality Control Manager

Dr. Angela Rao ;i_m\i_L_ Vs

[ QP (per Dispositivi Medici e prodotti farmaceutici / for Medical Device and pharmaceutical products)

Data / Date 29/10/2024

Dr. Alessandro Minaglia

Probiotical S P.A

Sede Legale e Stabliimanto di produzione Codice Fiscale e Partita IVA

via Enrico Mattei 3 01082820032

28100 Novara (NO) ltaly Capitale Soclale
T +39 0321499184 € 12000000 Iv

problotical.com



BnaHk KomnaHii MpobioTikan

MpoTokon sunpobysaHb Ne 1293-25

MpuitHATTA No: 1293

3amoBHuMK: flenbta Megiken MpomoywHs Al
3pasku BiaibpaHi: MpobioTikan Big 11.06.25

Onwuc 3pasky:

Cepis: 25001

Po3mip cepii: 21.038 ynakoBoK
Ynakoska: kopobka 3 1 ¢nakoHom, no 10 mn y $paakoHi 3 ninetkow
[Nata sxutn go: 04/2027
[ata supobHuyTsa: 05/2025
YmoBu 36epiraHHa: 36epiraTi NpogyKT Npu KiMHaTHIK Temnepatypi € 25°C, B

Crop. 131

[ara 13.06.25
[aTa npuidHaTTa: 11.06.25

MpoaykT: MPEMA® ANA AITEW AYO - pietuuna gobaska

3aXWLLEHOMY Bif BONOTM, NOBITPA | CBITNA B NPOXO/IOAHOMY i CyXOMY Micyi.

BunpodyBanus Metoa Bunpodysanus | PesyabTaTn Creundikauii
SCH.T. (PF0160-0444-
0705) penakuis 13

JKummezdamui kaimuru Met. Biolab 612-08 >34-10° > 34-10% kniTun/10 ma

knitia/ 10 ma

3abpyoniooui ISO 13559 IDF <10 KYO/ mn <510 KYO/ mn

MIKpOOp2aHizmu npu 153:2002

memnepamypi 30°C

Escherichia coli €rp. ©apm. Bua. 11.0 BincyTHi / Ma BincyTHi / Mn

TYMC E€sp. ®apm. Bua. 11.0 < 10 KYO/ mn <100 KYO/ mn

(Apixncoaci i yeinesi 2pubu)

Coagulase positive UNI EN ISO 6888- <10 KYO/ mn <10 KYO/ mn

Staphylococcus 1:2021

Enterobacteria 1SO 21528-2:2017 < 10 KYO/ mn < 100 KYO/ mn

Salmonella spp. €sp. ®apm. Bua. 11.0 Bincythi / 10 ma Bincytni / 10 M

Cronobacter spp. 1SO 22964-2017 BincyTHi / Ma Bigcythi / 10 ma

[Mpumitka: Lleit npoTokon BUIpoOyBaHb:

- He MOKHA BiATBOprOBaTH Be3 NMMCbMOBOro 103BOY 1abopaTopii;

BnaHk KomnaHii MpobioTikan

MeHeaKep 3 KOHTPOJIH AKOCTI/Nianuc
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BnaHk KomnaHii MpobioTikan

nie 3: 09.07.2018|

®opma 15 pea 06 1o SOP COQ/PR 026 —ctop.1 3 1

®OPMA K: JIEKJIAPALIIS BIATIOBITHOCTI TOTOBOT ITPOYKLIIT

[1um 3asBasemMo, 110
1. TTpoaykr IIPEMA® JIJIS JITEH JIYO napris 25001, nanesxuts 10 kateropii X aietnasi fo6aska,

MeIM4HI BUpOOH, OVE BUTOTOBIIEHHMH BiANOBiaHO 10 cTanaapTis Ta BumMor HACCP Ta nitouoro GMP:
2. Marepia, 1110 BHKOPHCTOBY€ETBCA /11 NEPBUHHOT YNAKOBKH MPUIATHHIH JI7I XapYOBOr0 BUKOPUCTAHHA;

3. CupoBHHa U151 NAKyBaHHA LBOro NPOAYKTY Bia 26.05.25 Bianoigae BUMoram;
4. [1poTOKON Ha BHPOOHWUTBO CHPOBWHH 3allOBHEHHH KOPEKTHO, PE3y/bTaTH 3HAXOAATbCA B MEXKAX

JIOMYCTHMOTO;
5. JIOKyMEHT L0/10 NEPBUHHOT T BTOPUHHOI YITAKOBKHM Bijl MIAPSAJHUKA € BIANOBIAHUM (IO MIATBEPIKYE

MIIPSAHUK):
6. HeBianosiagHocTeii woao AaHoi cepii BUABIEHO He OyI10;
7. AHaniTuuHi JaHHi BianorigaoTe BuMoram (sianosiguo no SCH.T. PF 0160-0444-0705 pexakuin 13).

Jueuce goaatok ao [Ipotokony BunpoOyBanb Ne 1293-25.

Ha ocHOBI 3a3HaueHHX BHILIE MOJ0XKEHb, CEPist BUMYyILEHa B 0O0Ir.

*  MeHemKep KOHTPOs AKOCTI:
/TTignucano/

o YnosHopaxeHa ocoba BUNOBIIAILHA 32 MeIMYHI BHPOOH Ta (hapMalleBTHUHI NPOLYKT(H)

Jara 13.06.25

BnaHk komnaHii MpobioTikan
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