/Norotnn KkoMnawii/

CeprudikaT anamizy

Ceprudikar Ne 1 2408262

Koa npoaykry: 06007018

3amouuk JIEJIBTA MEJIIKEJI ITIPOMOYIIH3 AT
Ipoaykr  IIporanic [Ipernanc Tpumaposi TadaeTrku Ne30

Cepis No VY424

JlaTa 3aKiH4eHH: TEPMIHY 06/2027

MPUAATHOCTI

Tect PesyabTar Cneundikanis

30BHILIHIH BUMISL Bignosinae Jloeracra TpuiIapoBa TabneTKa: JKOBTHH
wap 3 6iTMMKU KpankamH Ta
MOOAMHOKMMH TEeMHMMH KparnkaMmu,
CipO-KOpHYHEBHIt cepeaHii wap,
CBITJIO-pOKEBHH LAp 3 TEMHUMHU
Kpankamu

Kanmii 0,033 Mr/kr <= 1,000 mr/kr

LoD = mexa BUABICHHA

LoQ = mesxa KiJIbKiCHOTO

BU3HAUEHHS

Mepkypiii 0,016 mr/kr <= 0,100 mr/kr

LoD = mexka BUABICHH:A

LoQ = Mexa KibKICHOrO

BU3HAYEHHS

CBHUHLB 0,043 mr/kr <= 3,000 Mr/kr

LoD = mexa BUAB/ICHHS

LoQ = mexa KiIbKICHOTO

BU3HAYEHHS

Enterobacteriaceae <10 KYO/r <= 100 KYO/r

[Mepenik: ISO 21528-2
Listeria monocytogenes
Bussaenns: SO 11290-1
Salmonella spp
Busnenns: ISO 6579

3aTBapUKEHO

KepiBHHK ¢/Ty’K0H KOHTPO/TI0 SKOCTI /mianuc/

/BnaHk KoMnawii/

Bincytni/25 r

BigcyTtHi/25 r

Bigcytui/25 r

Bigcytni/25 r

Hara 02/07/2025




/Norotun KoMnNaHii/

Ceprudikar BianoBiaHocTi

3amouuk JIEJIBTA MEJIKEJI IIPOMOVYIIIH3 AI
[Mpoaykr  Iporanic [Ipernanc Tpumaposi Tabaerkn Ne30
Cepia No VY424

Jlata 3aKiHYeHHs TepMiHy 06/2027

MPHAATHOCTI

Mu aeknapy#mo, Lo NapTis BiANOBiAE:

- XiMiunuMm cnenudikauninam (3a nompeou)
HacTaHOBM 11010 aHATITHYHMX JOMYCKIB, L0 3aCTOCOBYIOTECS 10 MocanoBux ocid (MinictepeTso
oxoponu 30pos's Itanii, 16/06/2016); Jlue. Ilocranosa [lenapTameHTy OXOpoHHM 310poB's Ne7,
30/10/2002.

- mikpo0ionoriunum cnennikanisam:
[Mocunanns. Pernament CE Ne2073/2005 ta nonpaBkH /10 Heoro Ta/abo ynHHe BuaaHus Ph. Eur.
SIIT rapanTye BulLE3a3HAYEHY BiIMOBIZHICTD 3riJHO 3 BAACHUM aHATITHYHHM ILIAHOM.

- cnenudikanisM MO0 NEPBHHHOT YNIAKOBKH TA MAPKYBaHHs:
signosianmii Pernament €C Ne 2023/2006; Pernament €C Noe 1935/2004; noctaHoBa JlenaprameHTy
oxopoH# 310poB’s Bia 21/03/1973 Ta 10MOBHEHHAMH

- cneundikanisiv, NOB A3aHHUM 3 POLECOM KOHTPOJIIO:
BHYTPILIHI CTAaHAAPTHI eKCNTyaTaliiHi npoue1ypH

Komnanisn 3aaBiasie, 1m0 erand BHPOOHHUTBA Ta NAKYBAHHS BIANOBIAAKTHL MJIAHY
camokonTpoao komnauii S.LLL.T. moao ananisy pu3HKiB Ta KPHTHYHHX KOHTPOJBHHX TOYOK
(HACCP) 3riano 3 Pernamentom €C 852/2004.

CEPIIO 3ATBEP/I’KEHO

KepiBHUK cTy0H KOHTPOO SIKOCTI /miAnuc/ Hara 02/07/2025

Komnaniss S.LLT. moske mniaTBepAuTH W10 3asiBY 3a /0MOMOIroK Beiel TexHOJIOTivHOT
nokyMenTauii. 3anut mae OyTH HanpasB/JeHHi 10 KepiBHHKA CIYKOH KOHTPOJIIO SIKOCTI
BNpoaoB:x 15 quiB micist BiaBaHTakeHHs NpoayKuii.
Jlinsi 3GepeskenHsi BJAACTHBOCTE i SIKOCTI MPOAYKUIT BHPOGHHK PEKOMEHAYE TaKi YMOBH
30epiranus:
X <25°C

15-25°C

8-25°C

2-8°C
PeKOMEHAYEMO TAKOXK He MiIaBaTH NPOAYKUIKW rapsayomy ApYyKY,
COHIIEM Ta BOJ0I0.
BupoOHHK He Hece BiANOBIAAJBLHOCTI 32 MPOAYKUI0, NOIIKO/IKeHY BHHE
30epiranus.

/BnaHk koMnawii/



S.ILT. S.t.]. UNIPERSONALE

Innovative Healthcare Products Contract Development & Manufacturing

CERTIFICATE OF ANALYSIS

Certificate N° 1_2408262 Product Code: 06007018

Customer DELTA MEDICAL PROMOTIONS AG

Product PROTALIS PREGNANCE, trilayer tablets #30

Batch N° VY424

Expiry Date 06/2027

Test Result Specification

Appearance Complies Oblong three-layer tablet: yellow

layer with white dots and rare dark
dots, grey-brownish central layer,
light pink layer with dark dots

Cadmium 0,033 mg/Kg <= 1,000 mg/Kg
LoD = limit of detection

LoQ = limit of quantitation

Mercury 0,016 mg/Kg <= 0,100 mg/Kg
LoD = limit of detection

LoQ = limit of quantitation

Lead 0,043 mg/Kg <= 3,000 mg/Kg
LoD = limit of detection

LoQ = limit of quantitation

Enterobacteriaceae < 10 cfu/g <= 100 cfu/g
Enumeration: 1SO 21528-2

Listeria monocytogenes Absent / 25 g Absent / 25 g
Detection: I1SO 11290-1

Salmonella spp Absent / 25 g Absent / 25 g
Detection: ISO 6579

APPROVED

~ +YXpaina L
AN "

S 1A ME %
DY Uy,

Shelle. Yquelle(io ... 02/07/2025

XQC Manager
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SILT. S.r.]l. UNIPERSONALE

Innovative Healthcare Products Contract Development & Manufacturing
CERTIFICATE OF COMPLIANCE
Customer: DELTA MEDICAL PROMOTIONS AG
Product: PROTALIS PREGNANCE, trilayer tablets #30
Batch N°: VY424
Expiry date: 06/2027

We declare the batch compliance with:

-Chemical specifications (where appiicabie)

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 HAS BEEN APPROVED
xac Manager'rjg")eﬂg\_ Saueﬂgf (O Date 02/07/2025

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 s
contact.

The producer is not responsible for damaged products which are ¢
storage.
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