Filtrum® Gastro Gel 3.5% 200 ml

FOOD
Art. No SILICOL / DELTA: 26350/ PU5158 SUPPLEMENT
Certificate of Analysis PAGE 1 of 2

valid from: 07.06.2022

SIL_CoA_FGG-3.5%-200mi_v02-00

Date of manufacture (Bulk): 08.05.2023

Batch No.: 194501

Expiry Date / best before end: 04.2026

Quantity (filled bottles): 14424

Customer: Delta Medical Promotions AG

Nominal filling weight 202 g2 200 ml
» Min weighing Min = 191.9 g (295 %) complies
» Max Max =212.1 g (2105 %)
Appearance visually white to light yellow gel complies
Smell / Taste organoleptic 2 W complies
g P neutral to slightly astringent P
potentiometric _
pH — value (Ph. Eur. 2.2.3) 46-50 4.8
NaCl content panSomeliiy liration <0.150 g/ 100 0.061g/ 100
(Ph. Eur. 2.2.20) i i st

Preservatives

Sodium benzoate (E 211),

HPLC
(VR-17-024-V1 /
Ph. Eur. 2.2.29)

0.0346 -0.0424 g/ 100 g
(90,0 - 110.0 %)
(100 % 2 0.0385 g/ 100 g)

0.0388g/100 g
(100.8 %)

Sorbic acid (E 200)

HPLC
(VR-17-024-V1 /
Ph. Eur. 2.2.29)

0.135-0.165g/100 g

(90.0 - 110.0 %)

(100 % 2 0.150 g/ 100 /

VR-17-024-V1: Number of the validation report of the validated HPLC method of the laboratory

Mineral elements

CFPIHIDH\\I’I
\el

SiO2 content

dry residue determination

3.29-364g/100g
(95.0 — 105.0 %)
(100 % 2 3.46 g/ 100 g)

Silicol GmbH

Teltower Strasse 10

33719 Bielefeld

194501-26390_SIL_CoA_FGG-3.5%-200ml_2023-07-31

Germany




Silicol GmbH QineTpymM® Tactpo I'eaw 3,5% 200 ma HieTnuna
Apt.Ne SILICOL / DELTA : 26390 / P05159  noGaska
Ceprudikar AHaniia
SIL_CoA_FGG-3.5%-200ml_v02-00
Hiitcuuii 3 07.06.2022
[ata BupoOHHUTBA: 08.05.2023
Homep naprii: 194501
Kpatue crnoxkuTi 10 KiHUs: 04.2026
Kinbkicts: 14424
3aMOBHHK: Hensta Meniken [Tpomoywns AT
[Tapametp MeTox Crneundikarlis Pesyabrar
HominansHa Maca 202 r 2 200 mn
HATOBHCHTA 3BAXKYBaHHA Bianoeigae
Min y Min = 191.9 T (2 95 %) Ao
Makc Makc =212.1 r (2 105 %)

S . . Binuii — cBiTIO KOBTHH ; ;
30BHILIHIA BUTAA]L Bisyanennii BETiE BIANOBIIA€E
3anax / Cmak OpraHonenTHYHHI s 3anaxy/HempimbHHn BiAMOBIAAE

JI0 3JIeTKa TEePIKUi
[NoTeHuioMeTpHUHHI
pH - 3Hauenus (€pp.Dapu. 2.2.3) 4.6-5.0 4.8
[NoTeHuioMeTpHyHHI
Bwmict NaCl THUTPYBaHHA <0.150r/100r 0.061r/100r

(€sp.Dapwm. 2.2.20)

KoHcepBaHTH

6ensoart Harpito (E
211)

HPLC
(VR-17-024-V1/
€pp.Papm. 2.2.29)

0.0346 — 0.0424r/100r
(90.0 = 110.0 %)
(100 % 2 0.0385r/100r)

0.0388r/100r
(100.8 %)

copOiHoBa KMCI0Ta

HPLC
(VR-17-024-V1/

0.135 - 0.165r/100r
(90.0 — 110.0 %)

0.150r /100 r

(100 % 2 3.46 r/ 100 r)

0
(E204) CBp.Dapm. 2.2.29) | (100 % 2 0.150r/100r) (100:0%%
VR-17-024-V1: Homep 38iTy Npo Banigauito sanigosaHoro HPLC meToay nabopatopii
MiHepanbHWil eNeMeHT
Bmict BU3HAYEHHA CYyXOro ?éégo__i'((?; B/(yl;)o g 3.51r/100r
JHOKCHY KpeMHito 3aMLLKY y e (101.4 %)

ToKCHYHI eTeMeHTH

1. Ne maptii 3 9 napriit*

PV-SA-E-322, ICP-

< 0.0005 mr/kr

MS

CBHHellb MS < 3.0 mr/kr *Ne naprii /nara
194501/31.07.2023
N PV-SA-E-322, ICP- O GI7arEr
Kanmiii MS < 1.0 Mr/kr *Ne naprtii /nata
194501/31.07.2023
0.0080 mr/kr
PTyTh PV-SA-E-322,1CP- 1 < 0.1 wrvkr *Ne maprii /1ata

194501/31.07.2023

PV-SA-E-322: 3rizno 3 odiuiiinoio 36ipkoio Metosy sunpodysass ASU L00.00-135 (2011-01) sianosiano a0 DIN EN ISO
15763:2010 — «BusHaueHHs MiKpoeleMeHTIB y XapqOBHX MPOAYKTAX HUIAXOM iHIyKTHBHO-3B'd3aHOT
cniexkrpomerpii (ICP MS) y XapuoBHX ITPOj1yKTax»

QBOiI Mmac-

JJOKYMEHTYETLCA.

*Jani 11010 TOKCHIHMX €JeMEHTIB BH3HAUAIOTHCA aHATITHYHO LLTAXOM MPOTIYCKY TECTIB /114 KOKHOT SPUGRTH,
npHHaAMHI pa3 Ha 2 POKH.
**Bignosignuit HoMep mapTii / 1aTa asaizy 3a3HAYCHOTO pesy/ibTaTy (MOTOYHOTO a0 0CTAHHBLOTO RHBHE

MikpoGioioriuti pe3ynbTaTn***




3arajibHa KiNbKiCTb €sp. Papm. 2.6.12

aepodHux Mikpobis | (VR-19-048-V1) =200KY0 T % 100

3aranbHa KiNbKiCTb €sp. Gapm. 2.6.12

jpikwkis/upini | (VR-19-048-v1) | =20 KYOIT el
€sp. Papm. 2.6.13 ; i P

KuikoBa nanuyka (VR-19-048-V1) BigcyTtHicTs/ T BigcyTHicts/ 1

VR-19-048-V1: Homep 38iTy npo Batijauiio a1s Bunpodysanus jabopartopii Ha npHAaTHICTE

*** BysnaueHuil CrekTp aHastily Ta TexHiuni xapakrepucTuky Oasyiotees Ha €sponeiichkiil ®apmakonei, Ph. Eur, sokpema:
Ph. Eur. 5.1.4, Tabnuus 5.1.4-1 "sosui npenapary 178 NepopaibHOTO 3acTocyBans" (BKIIO4AIOH BpaxyBania dakropy 2,
3azuadeHoro Ph.Eur.)

3ayBa)KeHHs:

IIpoaykT nmepeBipeHo NpaBHIALHO
PesyabTaTi BiAnosigawTe cneundikauii

[Nonosa Bigainy

. . 31.07.2023 mignuc
AxocTi, gaTa /nianuc

G Ta,
‘b!:,:‘*’-'ﬁum e
< * sequmwg N *




Filtrum® Gastro Gel 3.5% 200 mi FOOD

Silico, Art. No.SILICOL / DELTA; 26390 / P05159 SUPPLEMENT

smumaw GmbkH

Certificate of Analysis PAGE 2 of 2

Toxic elements 1. nth batch of the 9 batches*

< 0.0005 mg / kg
Lead PV-SA-E-322, ICP-MS < 3.0 mg/kg

**batch number / date:
194501 / 31.07.2023

0.017 mg / kg
Cadmium PV-SA-E-322, ICP-MS = 1.0 mg/kg
**batch number / date:
194501 / 31.07.2023
0.0080 mg / kg
Mercury PV-SA-E-322, ICP-MS < 0.1 mg/kg

**batch number / date:
194501 / 31.07.2023

PV-SA-E-322: according to the official collection of test methods ASU L00.00-135 (2011-01) in accordance with DIN EN ISO 15763:2010 —
“Determination of trace elements in foodstuffs by Inductively Coupled Plasma Mass Spectrometry (ICP MS) in foodstuff’

“Data for the toxic elements are determined analytically by skiptesting for every 10th batch, but at least once every 2 years.
** The corresponding batch number / date of analysis of the specified result (current or last determined) is documented.

Microbiology results***

TAMC
- . Ph. Eur. 2.6.12
<
(total ae;c;iaﬁtr)mcmbia! (VR-18-048-V1) <200CFU/g <10CFU/g
TYMC
) Ph. Eur. 2.6.12
(total combined yeasts / s20CFU/g <10CFU/g
moulds count) PiR-Taan
Escherichia coli (f/;_fgfoi:_\)% negative / g negative/ g

VR-19-048-V1: Number of the validation report for the suitability test of the laboratory

“** The defined analysis spectrum and the specifications are based on Pharmacopoea Europaea, Ph, Eur.
specifically: Ph. Eur. 5.1.4, Table 5.1.4-1 “aqueous preparations for oral use “(incl. consideration of the factor 2 stated by Ph. Eur)
Remarks: W

The product has been correctly tested g =
The results are within the specification %‘%\
53,
5 s %Z.‘/T%mi\'b
Head of QC, Date/Sign: | 2 / 02, 2025 @ N Zamugw st
& P E . !1

A
Silicol Gmbk
Sillcol ™=
COl 3379 Bieleleld
Silicol GmbH Teltower Strasse 10 33719 Bielefeld “Germany:i Germany

194501-26390 SIL CoA FGG-3.5%-200m! 2023-0A31 www.slicol.com



http://www.tcpdf.org

