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Batch Manufactured Expiration Quantity

21011015 10/01/21 09/01/23 200 Kg
Botanical Name. Silphium perfoliatum L.
Part Used Whole herb
Extract Solvents Ethanol or Water
PHYSICAL
Appearance Brown Powder Complies HR-Q36-2007
Loss on drying <5.0% 371% CPh.
Ash <5.0% 1.92% CPh.
Particle Size 100% pass 80 mesh Complies CPh.
CHEMICAL
Heavy metals <10 ppm Complies CPh.
Arsenic <1.0 ppm Complies CPh.
Pb <1.0 ppm Complies CPh.
Hg 0.1 ppm Complies CPh.
cd <1.0 ppm Complies CPh.
opT <0.1 ppm Complies cPh.
PCNB <0.1 ppm Complies. CPh.
Solvent Residual <5000 ppm Complies CPh.
Aftatoxin <5ppb Complies GBIT5009.22-1996
ASSAY
SOD Activity 250 UG 56 U/G HR-Q36-2007
MICROBIAL
Total microbacterial count <10000 cfu/g Complies CPh.
Yeast and Mould <1000 cfu/g Complies CPh.
Escherichia Coli presence Negative Negative CPh.
Salmonella Negative Negative cPh,

Storage condition: Sealed, keptin a shady & dry place
Shelf life: Two years
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Rice Starch
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Description . Remy B KA is a food starch manufactured from polished broken rice.

. Remy B KA is a coarse neutral rice starch powder with stringent
microbiological criteria.
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Physical and Chemical Parameters

Moisture’ maci4  gioog 150712 Each batch
Protein (N*6.25) max10  gH00gdm. IS0 1871 Each batch
Ash' max10  gH00gdm.  1SO3583 Each batch
PH (10g 10100 mL)" 55-75 Potentiometric  Each batch
Oxidising substances max.0002  gi00g Ph.Eur2530  Eachbaich
as hydrogen peroxide.

Arsenic, inorganic max01  mgkg IcP-Ms Monitoring
Lead max01  mgkg IcPMs Monitoring
Cadmium max01  mgkg IcPms Monitoring

on Cartficate of Analysis
or vaiidated squivalent

Microbiological Parameters

Total mesophilic bacteria’  max. 1000 ofulg 150 4833 Each batch
(aerobes)

Yeasts and moulds’ max 100 cfug 150 21527 Each batch
Enterobacteria max 10 cfug 150 21528 Each batch
Salmonella negaive 1250 150 657 Each batch

on Crtficate of Analysis
or acknowledged and validated equivalent
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Information relevant for Nutrition Declaration
Nutitional information provided in the table shall enabie food manufacturers o calculate the

contribution of Remy B KA in their food products in compliance with applicable EU/US food
legislation. More detailed information s avaliable pon request,

I T lynipertoog |

Energy valuelcalories 1530/360 Kilkeal
Faf' 071 l
saturates 03 ]
Carbohydrates £ °
sugars Negigile® £l
starch 8 ]
Fibro Negligible’ l
Protein os a
Salt (sodium) 0.25(0.10) [l
Vitamins, Minerals’ Negligible’ °

Proposed valuss are typical values.
for US: trans fats and cholesterol negligible

Negigible means "0" for mactonutrents according to applicable rounding rules in EU and US.
Rice starch s not a typical source of viamins/minerals.
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Appearance®

Taste*
Odour*

Labelling (EU)
Labelling other countries.

Customs code
Packaging
Recommended

storage conditions.
Minimum durability

Compliance and
Certification

White powder

Neutral
Neutral

(Rice) starch
Information available upon request

1108 1910 00

25 kg multiply paper bags

Original (unopened) packaging
ina dry place protected against odours and pests

4 years from date of production under recommended storage
condtions.

Kosher (certficate available upon request)
Halal (certiicate available upon request)

Suitable for vegetarians & vegans

Suitable for gluten-free products: gluten < 10 mg/kg

Rice is not listed as allergen in Annex Il of Regulation (EU) No
1169/2011 nor as a major allergen in Section 201(qq) [21 U.S.C. 321]
of the Food, Drug and Cosmefic Act

Product is not derived from genetically modified organisms (GMO).

Product is produced in Belgium in compliance with applicable
European Food Law (e.g. Regulation (EC) No 178/2002, Regulation
(EC) No 852/2004), Belgian Law and Codex Alimentarius standards.




Natural Pullulan Capsules
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Description

Manufacturer
Manufacturer cortfications
Logal status

Composition

Colour range

Imprint

Excipients

Empty, two-pie
‘Shanxi Guangsheng Medicinal Capsule Co., Lt

BRC, NSF-GMP, IS09001, 15014001, OHSAS 18001, Halal, and Kosher

EU legistation for food supplements Country of origin  China
Pulluan (FCC & E-1204) and purified water (Ph. Eur.)

Clear ransparent and opaque, with colours according to agreement.

. cylindrical hard natural capsules, typical intaste and odour.

Text and colour according to agreement Ink type. Edible

‘Gellan gum, xanthan gum, carrageenan, and potassium chiorids.
Tha cpiens s sulaby cotol b 1 i 4 doun by Commissin R 100G o
o e ot ey 8. o o b inchadad 1 o o et 8 Py 6
el o i th nshad copsio (Commsin Rohision 1652010, Al 20 (011

‘Galenic properties (AaLdefect e il 001 , Wfor. 010 %, Mot 0.40°%, o ly aomatc e mchins)

sizo
Weight, mg
Volume, cc:

000 00 0 1
18629 1404 10827 7815
135 083 068 050

Dose (mglcapsuls) as functon of bulk density

-08 gicc
-08glce
~10gice
~12gicc

Longth, mm
-cap

-Body

- Overall closed (filled)
Extornal diameter, mm
-cap

-Body

‘Single wallthickness, mm
-cap

-Body

810 558 408 300
1080 744 544 400
1350 930 680 500
1620 116 816 600

181200 11804 108104 98104
20104 202504 186 104 185104
257505 234505 217505 193105

9851005 8551008 7661005 6951008

9491005 8201008 7351005 65851000

0115200 0105 1002 01001002 01001002

0110200 0105 1002 0.100 5002 0085100

For elongated or other sizes: please request our fll Gmensions table.
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Galenic properties
Disintagration time

Chomical
Arsenic (As)

Lead (Pb)

‘Cadmium (Cd)

Mercury (Hg)

Sulphated ash, clear rans.
Sulphated ash, opaque
Loss on drying
Microblology
Totalviable count

Yeasts and moulds
Enterobacteria

E. coll

Saimonella
Staphylococcus aureus.
Pseudomonas aeruginosa

Packaging
sizo
Capsulesibox
ckaging material
Box dimensions

Storage and handling
Stors

Handiing and filing

Shelfifo

30 min. (EP. 7, gued )

NMT 1.0 mgkg
NMT 1.0 mgkg
NMT 1.0 mgkg
NMT 0.1 mgkg
NMT2.0% wiv
NMT5.0% wiw
10010150 %whn  10S°. 4 nours or consant wight

51000 cfulg

5100 culg

5100 culg

Negative n 19 P Eur 2412173 o seivalert
Negative in 10g

Negativein 19

Negativein 19

000 00 o 1
50000 70000 100000 125000

Double polyethylens food grads bag in study cardbaard-box

585 x 385 x 730 mm (length x widih x height)

‘Store between 10°C and 25°C and relative humidty (RH) betwoen 35% and 65%, in
tighty closed packing, protected from directight

Recommended storage between 20°C and 24°C and RH between 45% and 65% at
least 12 hours before opening.

Temperature between 20°C and 24°C and RH batween 45% and 65% during usage.
Use only stainless steel scoops and spatuias.

Do notleave capsules n a filisg machine hopper for prolonged period, when notin

Keep mouth of the bag cosed when not n use.

5 years from date of manufacturing, when stored and handled as described.





