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Wet Screen Residue > 25 Micron
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Fe2O3
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Gertificate of Analysis
lnspection Certificate (DlN EN 10204-3.1\

SAMPLE
SYLOID 2MFP S/P/F O1O/140
1000314703
25t09t2017

This batch conforms to the specification as published in the latest editions by USP/NF for Silicon Dioxide, Ep for Silica,
Colloidal Hydrated and the JPE for Hydrated Silicon Dioxide. lt meets the requirements for Sulfate <O.S %; Cl<=g.1o/o;
Substances soluble in HCI <2.0%; Water-adsorption capacity'remains powdery'; HM<=2smg/kg; As<=0.Smg/kg;
Pb<=2mglkg; and Hg<=O.1mg/kg. Testing is performed minimum on a semi-annual basis. lt fulfills the guidelines for
avoiding unnecessary testing of Organic Volatile lmpurities, USP/NF Method lV (467) because no organic solvents are
used for production. Meets food additive standards: FCC; Regulation (EU) No.23112§12 for E5S1.
Samples of the above mentioned batch no. have been analysed and the following average data were obtained:

Unit

Yo

(um)
%
Yo
olto

Result

<0,01
7,5
3,1
99,2
2,8
3,5
5,46

0,009Yo

Specification
min. !!!4

0,01
6,0 8,0
2,5 3,7

99,0
5,0
8,5

4,00 7,00
0,020

Test method

Q 004
Q 011
Q 013
Q 046
Q 047
o 048
Q 218
Q271

Recommended retest date: 12 months after production.

R. Eberle; Administrator Quality Control

This document is created electronically and is valid without signature
DQS certified Quality System according to DIN EN ISO 9001; Reg. No. 0924



Product lnfnrmntian

SYLOID@ 244 FP

Food Additive and Pharmaceutical Excipient

Pr*duet 3cs*riPtion
sylolD@ 244Fp Food Additive and pharmaceutical Excipient is a synthetic amorphous silica appearing as a

white free flowing powder. lt has a very high purity and is taste and odor free. lt meets the test requirements as

published in the latést editions by U.s. pharmacopoeia-National Formulary for silicon Dioxide, European

pharmacopeia for silica, colloidal Hydrated, and Japanese Pharmaceutical Excipients for Hydrated silicon

Dioxide. lt also meets food additive standards, such as Food chemical codex (FCC); Regulation (EU) No'

2g1t2}12for E 551; Japan's Specification on Standard for Food Processing Aids (D325)'

Product C haracteristics
The following specification parameters are the criteria of acceptance and will be stated on our Certiflcate of Analysis'

Loss on Drying (USP, 145"C' 4 h) o/o 5.0 max. GRACE Q 047

Loss on lgnition (1000"C' t h) Yo 8.5 max. GRACE Q 048

Average Particle Size - Malverno

Mastersizer@ 2000

pm 2.5 - 3.7 GRACE Q 013

Wet Screen Residue (> 25 Pm)
o/o 0.01 max. GRACE Q OO4

pH (5 % aqueous susPension) 6.0 - 8.0 GRACE Q 011

pH (EP) 4.0 -7.0 GRACE Q 218

Assay (SiOz, ignited basis )
o/ 99.0 min. GRACE Q 046

FezO: Content (dry basis) Yo 0.02 max. GRACE Q 271

When retesting, the parameter,,Loss on Drying' should be analysed'

Typical Propertie§ and Recommended Apptications
The following Typical properties data are given for informational purposes only, and are not to be interpreted as product or in-process

specifications.

ffiAdditiveandPharmaceuticalExcipientisafine-sized,highporevolumesilicagelwith
a large internal surface area. lts strong affinity for moisture along with its ease of incorporation can effectively

.^J r^^.{
contribute to the processability, stability and shelf life of products in many pharmaceutical and food

applications. KeY features are:
. Multifunctional additive, excellent compatible with active ingredients

. Highly adsorptive as carrier for liquids and actives, up to 1.6 ml of a liquid per gram

. Can keep powders dry and free flowing for a more consistent and uniform processing / dosing

. Carri.re irigi riy e[1,.icr r[ as irrar,livc cx,.ipierri [t,r irlr;,ruvirrg urai lurtrruialiur rs espeuiaiiy u[ rrruistutc-

sensitive pharmaceutical active ingredients

www,gracs.com
GRAcEo,TalentITechnologylTrustil,and SYLoIDo,SYLoBLoco,SYLoBLANco,SYLoDENTo,SYLoJETo'

SHIELDEXo, DARACLARo, TRISYLo, DAVISILo are trademarks'

registered in the United States and/or other countries, of W' R' Grace & Co'-Conn'

UÀlVfnU, and MASTERSIZER@ are registered trademarks of Malvern lnstruments, Limited'

This trademark list has been compiled using available published information as oI the publication date of this Product

fnioiration Sheet and may not accurately reflect trademark ownership or status'

Cià|" rvràt"rì"r" Technologies is a businéss unit of w' R Grace & Co'-Conn'

@ Copyright 20 16 W. R. Grace & Co.-Conn'

27 Ocl20'16
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SYLOIDo 244 FP Food Additive and
Pharmaceutical Excipient

Fr*d**t i*f*:':::aài*x

F**k*g i r: g i r=§*:-:-xe?§*==

The standard packaging for SYLOID@ 244 FP Food Additive and Pharmaceutical Excipient is:

10 kg/bag 14 bags/pallet 140 kg/pallet pallet: 1000 x 1200 mm

3**rc*lir*g & §à*r*g* ffi***r"r=?33**dsti*r:§
Like all other finely powdered products SYLOID@ 244 FP Food Additive and Pharmaceutical Excipient has a

tendency to develop dust. During handling, precautions should be taken against electrostatic discharges.
SYLOIDo 244 FP Food Additive and Pharmaceutical Excipient should be stored in a clean, dry warehouse to
protect against moisture and contamination. lts high adsorptive capacity necessitates keeping it separately
from odors, organic solvents, and odorant materials during transportation, storage and handling.
The material stored in GRACE's original standard packaging on the pallet under GRACE's storage
recommendations will meet its specifications for 12 months after the date of production, the material in special
packaging (available on request) for 24 months after the date of production. After this period of time GRACE's
warranty ends. Use of the product after the end of the warranty period is solely at your discretion. lf the silica
gel is stored beyond the end of the warranty period and you should decide to use the product at such time, it is
recommended that you perform a quality test according to the given retest parameters. Grace disclaims all
liability for performance of the product after the end of the warranty period.

§*x§tk & §e{*ay lr:f*rrfi**§*x
SYLOID@ 244 FP Food Additive and Pharmaceutical Excipient is synthetic, amorphous silica, which ii
manufactured and handled by GRACE according to HACCP concept, considering the requirements of this
standard. Additional information can be found in our Safety Data Sheet (SDS). Please refer also to national
laws and regulations.

Gertifie atior:s
. DIN EN tSO 9001
. DtN EN tSO 14001
. DtN EN tSO 50001
. EXCIPACTTM . GMP/GDP

*t§:* r * s:f*r*'ì *t* * tx

The information contained herein is based on our testing and experience and is offered for the user's
consideration, investigation and verification. Since operating and use conditions vary and since we do not
control such conditions, we must DISCLAIM ANY WARRANTY, EXPRESSED OR IMPLIED, with regard to

results to be obtained from the use of this product. Test methods are available on request.

§**?*x*t
World Headquartérs Latin America Europe Asia/Pacific
W. R. Grace & Co.-Conn. W.R. Grace Brasil Ltda. Grace GmbH & Co. KG Grace Trading (Shanghai) Limited
tuuu Graue utrve Àtattteua nru ilcaru, cuu itruur nurcrtreunc r tù rù Huar nar Zirurrg Àualt
Columbia, Maryland 21 044 USA -Torre B - sala 2201 67547 Worms/Germany 19th Floor, K Wah Centre
Tel.: +1 4'10.531.4000 Alphaville, Barueri, Sao Paulo, Tel: +49.6241.403.00 Shanghai,200031iohina
NAToll Free: +1 800.638.6014 Brazil 06454-000 Fax'.+49.6241.403.1211 Tel: +86.21.3325.8288
Fax: +1 410.531.4273 Tel: +55.11.4197.7540 Fax: +86.21-5405.1500

www-oraca-com
GRACEo, Talent I Technology I Trust'*, and SYLOID@, SYLOBLOCo, SYLOBLANC@, SYLODENTo, SYLOJET@,

SHIELDEXo, DARACLARo, TRISYLo, DAVISILo are trademarks,
registered in the United States and/or other countries, of W. R. Grace & Co.-Conn- 27 Ocl2O16
MALVERN@ and MASTERSIZERo are registered trademarks of Malvern lnstruments, Limited.
This trademark list has been compiled using available published information as of the publication date of this Product page 2 of 2
lnformation Sheet and may not accurately reflect trademark ownership or status.
Grace Materials Technologies is a business unit of W. R. Grace & Co.-Conn.
O Copyright 2016 W. R. Grace & Co.-Conn.
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6 /5+ / Worms
Germany
Telefon: (0 62 41) 4O3OO
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Ship To
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DIPARTIMENTO CHIMICA E FARMACEUTICA
ATT: DR.SSA BEATR|CE pERtSSùii---
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l-34127 TRTESTE TS

Delivery Area:
lut2t20t7

GRAG
Delivery Note È#+.

88826175
Requested Delivery Date: I l.lL.Z\l7

\ft ìeg. [0.0521

stination

55].942

Requested Delivery Date: Ll_ .L2.20L7
Description Orderèd eÈy DispaÈch. QTy NéU DispaÈ. ety cross BaÈch

244 FP SAMPLE

Net Weight:

The Order has been

Pl-ease refer Lo our

0,15 KG

Completely Delivered

Material_ Safety DaEa

Gross Weight: OKG

fnformation SheetsSheet.s and product

We confirm that a1l deLiveries of the above product werefrom materiat which has been tested and found to conformproduct specifications.
taken
to the agreed

Grace GmbH
Amtsgericht Mainz HRB 47549
Steuernummer 44t 67 8 t lll3 t I
Geschàftsfiihrer: Robin F. pearce (Vors.), Stephen W.
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