Silicol GmbH ®insTpym® Iacrpo ean 3,5% JieTuuna
nobaBka
Ceprudikar anajisy Cropinka 1/2
SIL_CoA_FGG-3.5%_v03-00
Titicumii 3 01.12.2023
BMicT TOBapHO1 yIaKOBKH 12x15 M cawe
Howmep apTHkyia 26512/P07688
(SILICOL/DELTA)
K-Tb makyBaHe 18 IPOAAKY 15636
Homep naprii: 264601
Kpatie CrioskHuTH J10 KiHLS: 05.2027
Jlata BupoOHHUTBA: 24.06.2024
3aMOBHHK! Jlenwta Meniken [Tpomoymns Al
[lapameTp Metou Crneundikauis PesyibTar
HominaneHa maca 202 r =200 mn

HAroOBHECHHA

3BaKyBaHHsA

200 mu1 (prakoH

THTPYBaHHS
(Esp.Papm. 2.2.20)

Min ¢nakoH Miu 191.9 r (=95 %) He 3acTOCOBYETHCH

Makc Makc. 212.1 r (= 105 %)

Hominanena Maca

HATOBHEHHS  — @2_1 5,00mu (100%) 15 w1 came

a (BH3HAYEHHS B MJI) Min 13,65 m1 (91 %) BI/IMIOBIIA€

Miu Make. 16,35 M (109 %)

Makc

R ; " Bij 611010 10 ; .

30BHIIIHIHA BHIIA BizyansHui 3 BiZIMOB1AAE
CBITJIO-KOBTOTO T€lb

3amax / Cmak OpraHonenTHYHHHA G 3anaxy/1xemp€.nwnu BijIoBiJAE
J10 371eTKa TEPIKHH

pH - 3HaueHHs &0;;21;;:?; r;r)mn 46-5.0 48

[ToreHuioMeTpHIHHH
Bwmict NaCl <0.150r/100r 0,066 r/100r

KoncepBaHTH

OeHzoat HaTpilo

BEPX (VR-17-024-

0.0346 — 0.0424r/100r

0.0378 r/100r

V1/€sp.Dapm. (90.0 — 110.0 %) ;
(Bl 2.2.29) (100 % = 0,0385r/100r) | ©8-2 %)
copOiHOBa KHCIIO0TA 5?}22;\;51;:-024- ?9:)35 __ 10 I 2}63 1;01)001" 0.146 /100
Dapm. i ; ;
(E200) 2.2.29) (100 % = 0,150r/100r) | ¥72 ")

VR-17-024-V | : Homep 38iTy npo satizauito a4 sunpodysanus 1abopatopii 10 Metoay BEPX

MiHepanbHHI eeMeHT

Bmict
JIOKCHY KPEMHI0

BH3HAYEHHA CYXOro
3ATHILIKY

3.29-3.64r/100T
(95.0 — 105.0 %)
(100% = 3,46 r/ 100r)

351r/100r
(101.4 %)

TokcH4YHI eTeMEHTH

53 10 maprii*

PV-SA-E-322, ICP-

MS

CBuHeLb MS < 3.0 mr/kr <0.0005 Mr/kr**
Kamiii PV-SA-E-322, ICP- < 1.0 Mr/kr

MS
Pryrs PV-SA-E-322, ICP- -,

T
4 * 2%, : \’&A y
SHIME N ¥




PV-SA-E-322: 3rino 3 odiuiiiroto 36ipkoro metosty sunpobysass ASU L00.00-135 (2011-01) sianosigro a0 DIN EN ISO
15763; 2010 - Bu3HaueHHs MIKPOEIEMEHTIB Y XapHOBHX MPOAYKTaX MLUIAXOM IHIYKTHBHO-3B’A3aHO1 IU1a3MOBOi Mac-
cnekrpomertpii (ICP MS) y Xap4oBHX NpOAYKTax

*Jlafi (0710 TOKCHHHHX C/1CMCHTIB BH3HAYAIOTECA AHATITHHHO LUIAXOM MPOMYCKY TECTIB UIS KOXKHOT 10-1 maprii, ane
NPHHAIMHI pas Ha 2 POKH.
**PesyILTaT BU3HAYCHD AHANI3y TIPOBEICHNH, 10/10 HOMepy apTHKmy 26390 / Homep napTii 194501 3a garoro 31.07.2023

Mikpo0biosoriuHi pe3yJbTaTH

3arajbHa KilbKICTh €sp.dapm. 2.6.12

aepoGunx mikpobis | (VR-19-043-v1) | S200KYO/r e

3arajibHa KUTBKICTb €sp. Gapm. 2.6.12

APIX/DKIB / UBLII (VR-19-048-V1) S20KYO/r <10 K¥Oie
€sp.Papm. 2.6.13

KuiukoBa nanuyka (VR-19-048-V1) Heratus/ r HeraTus/ r

VR-19-048-V1: Homep 38iTy npo Banijiauiio ans BHnpoOysaHHA 1aGopaTopii Ha NpHaaTHicTs

*** ByaHauCHHi CIIEKTp AHWII3y Ta TEXHiYHi XxapakTepHcTHkH GasyioThes Ha Pharmacopoca Europaea, Ph. Eur. 3okpema: Ph.
Eur. 5.1.4-1 "BoaHi MpenapaTH [UA NEPOPATLHOIO 3aCTOCYBaHHA" (BK/IKOYAI0UH BPaXyBaHHs (aktopa 2, 3asnadeHoro Ph.Eur.

3ayBaXKeHHs: ---

IMpoaykT nepeBipeHo NpaBHIILHO
Pe3ybTaTH BilnoBilawTh cneundikauii

TonossBLiiny 09.10.2024 nizmic
SxocTi, nara /nigMmHue




Filtrum® Gastro Gel 3.5% FOOD

Silicof

Certificate of Analysis PAGE 1/2

[ SIL_CoA_FGG-3.5%_v03-00 l valid from: 01.12.2023

 Content of a sales package (] 200 ml bottle £ 12 x 15 ml sachets

Article number:

| (SILICOL / DELTA) <] 26512/ P07688

E [] 26390/ P05159

' Quantity of sales package: 15636

| LOT / Batch No.: 264601
Expiry Date / best before end: 05.2027
Date of manufacture (Bulk): 24.06.2024

| Customer:

Delta Medical Promotions AG
Parameter Method ‘Specification lt% =
| Nominal filling weight . 202 g 2 200 ml [ 200 mi bottle
» Min bgl S Min = 191.9 g (295 %)
: » Max ottle Max = 212.1 g (2105 %) n.a.
{
i Nominal r:ugg weight e @ = 15.00 ml (100 %) X 15 ml sachets
- a8 | an= T3S mie1) .
- : Max = 16,35 ml (109 %) complies
| » Max
|
! Appearance visually white to light yellow gel complies
Smell / Taste organoleptic ‘ e | complies
@ s P | neutral to slightly astringent | P
r potentiometric i
| _ 185, !
: pH - value (Ph. Eur 2.2.3) 6-50 4.8
potentiometric titration # /
NaCl content | (Ph. Eur. 2.2.20) <0150g/100g 0.066 g/100g
Preservatives
? HPLC 0.0346 - 0.0424 g/ 100 g
0.0378 /
| Sodium benzoate (E 211), | (VR-17-024-V1/ (900-1100%) | g ,9/0) ik
! Ph. Eur. 2.2.29) (100 % 2 0.0385g/100) | :
5 HPLC 0135-0165g/100g |
- 14
Sorbic acid (E 200) (VR-17-024-V/1 / (90.0 - 110.0 %) 097 ;f % it
Ph. Eur. 2.2.29) i (100 % = 0.150 g / 100 g) -

S

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

Mineral elements

Si0O2 content

|
|

dry residue determination

3.29-3649g/100g
(95.0 - 105.0 %)

L

Silicol GmbH

Teltower Strasse 10

33719 Bielefeld




S”iCO ’ Filtrum® Gastro Gel 3.5% FOOD
e GmbH Certificate of Analysis PAGE 2/2
Parameter ~ Method - Speciﬁcatlon ;
i Toxic elements 5/ 10 batches”
! T
Lead PV-SA-E-322. ICP-MS < 3.0 mg/kg <0.0005 mglkg **
Cadmium | PV-SA-E-322 ICP-MS < 1.0 mg/kg 0.017 mglkg **
| Mercury PV-SA-E-322. ICP-MS < 0.1 mg/kg 0.0080 mgl/kg **

PV SA-E-322: according to the official collection of test methods ASU L00.00-135 (2011-01) in accardance 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.
** Results of the last values determined by analysing the article number 26390 / batch number 184501 with the date 31.07.2023.

Microbiology results*™*

TAMC ‘
- ’ Ph. Eur. 2.6.12 |
< < /

(total aerobic microbial (VR-19-048-V1) 200CFU /g ‘; 10 CFU/g
count) ;
TYMC
: Ph. Eur. 2.6.12 1

(total combined yeasts / (VR-19-048-V1) <20CFU/g | <10 CFU/g
moulds count) 5
1

) . Ph. Eur. 26.13 1 ; "
Escherichia coli (VR-19-048-V1) [ 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 “aquecus preparations for oral use “(inci. consideration of the factor 2 stated by Ph. Eur.)

Remarks
The product has been correctly tested
The results are within the specification
1 o ~—
' Head of QC, Date / Sign: 99 I D0 26 « H\\ ?‘/ {:
S [ S A P S % .(’ A
( Silicol GmbH
eltower Strasse 10
i ”ica 33719 Bielefeld
Germany
www silicol.com
Silicol GmbH Teltower Strasse 10 33719 Bielefeld Germany
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