bi ri8ins

CERTIFICATE OF ANALYSIS

Vitamin C Ascorbic Acid Crystalline Powder
BP/USP/EP

Original Specification: DFI-743011V06 Chemical formula: CsHsOs

Batch Number 4383605
Best Before End January 2023

TEST SPECIFICATION RESULT
Appearance White crystalline powder Conforms
Assay 99 - 100.5 % 99.74%
Colour Clear = < BY7 Clear =< BY7
Identification Positive reaction Positive Reaction
pH (2% solution) 24-28 2.42

Heavy metals Max 10 ppm Max 5ppm
Cadmium Max 1 ppm Max 1ppm
Sulphated ash Max 0.1 % Max 0.1%
Arsenic Max 1 ppm Max 1 ppm
Loss on drying Max 0.4 % <0.4%
Melting point About 190°C 190.6°C
Residual solvents Pass Pass

Lead Max 2 ppm Max 2 ppm
Iron Content Max 2 ppm Max 2 ppm
Oxalic Acid Max 0.2 % Max 0.2%
Specific Optical Rotation +20.5° + 21.5° +21.16°
Mercury Max 0.1 ppm Max 0.1ppm
Copper Max 5 ppm Max 5ppm

Total plate count

Total yeasts and moulds
Staphylococcus aureus
Pseudomonas aeruginosa
Salmonella

Escherichia Coli

pH (5% solution)

As provided by our supplier

Max 100 cfu/g
Max 100 cful/g
Negative
Negative
Negative
Negative
21-26

Max 100 cfu/g
Max 100 cfu/g
Negative
Negative
Negtaive
Negative

2.36
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Impurity C Max 0.15 % Max 0.15%
Impurity D Max 0.15 % Max 0.15%
Unspecified Impurity Max 0.1 % Max 0.1%
Total Impurities Max 0.2 % Max 0.2%
Impurity E Max 0.2 % <0.2%

Zinc Max 0.25 ppm Max 0.25ppm

As provided by our supplier

Exclusion of Liability

Information contained in this document is accurate to the best of knowledge and beliefs of MADAR Corporation Limited. However, it remains at all time the
responsibility of the customer to ensure that MADAR Corporation Limited materials are suitable and meet the regulations for the particular purpose intended.
MADAR Corporation Limited accepts no liability whatsoever (except as otherwise provided by law) arising out of the use of information supplied.
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GMO STATUS

Product Vitamin ¢ (Ascorbic Acid)

GMO Status according to EU regulations 1829/2003 and 1830/2003

Question Yes / No / Datails

1 Are you the manufacturer of this prosiuct? ¥
2 What is the starting raw material fer this product? Sorbitol
3 if the product is derived frem a botanical source please state botanical name/  Com

animal wrigin ete.?
4 In which country is this raw material producedharvested? China
5 ls your product a GMO or is your proguct derived from a GMO? No
6 Has GMO been used in processing aids or additives in connaction with No

manufacturing of the produet or any of its ingredients (i.e. micro-organisms/
microbial rennin / enzymes etc?)

7 is your product certified ta be identity Preserved (IP) by 3™ party? If yes please  Manufacturer is
attach a comy of your IR Cedificate

8 Have yau tested your product to guarantee PCR negative status? If YES Manufacture
please aitach a copy of your PCR Test Report

L If yes, please inform frequency of PCR negstive testing N/A
Y Dw yeu have a written GMQO policy? I YES please aftach a copy N/A
1 Do you have a written GMO procedure? If YES please attach a copy N/A

12 Does any ingredient of the product trigger labelliing as from GMO? N/A



13 is the wreduct an#for ifs intermediates manufacturad with the help of & micre- Yes

organism?

14 FPlease stale species of micro-organism Psaudomonas and.
Black scelic acid
bactetia

15 Is the micro-organism genetically modified? No

16 Plzase indicaie the modification -

17 Is the product andfor its intermadiates manufactured with the help of enzymes? No
18 Is the enzyme genetically modified? N/A
19 Please indicate the modification

If for any reason there are any modifications/changes with this product, you are responsible fer
updating ysur records and notifying us immediately.
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JRRADIATION CERTIFICATE

OUR MANUFACTURER CONFIRMS THAT THEIR VITAMIN C IS
FREE FROM RADICACTIVITY. THEY BC NOT CONTAIN ANY KIND
OF RADIATION DURING THE COURSE OF PROCESS.



Section 1 - Chemical product and company identification

bi

SAFETY DATA SHEET

MEDS name: L-(+)- the Ascorbic acid

Synonyms vitamin C

Wection 2 - Hazards identification

EMERGENCY QVERVIEW
Light sensitive Ajr sensiiive .
2.1 classification of the substance or mixture
Classification according to regulation (BC) No.1272/2008[CLP]

Not classified

Classification according to directive 67/548/EEC or 1999/45/EC

Mot classified

Agdverse physicochernical,hurcan health and environmenial effects
No additional information available

2.2 label elemments

Labeling according to regulation (EC) No.1272/2808[CLE]

No Iabeling applicabl

2.3 other hazards

Other hazards ot coniributing to the classification

£

exposore may produce an allergic reaction

compiiance wader 29 CFR 1910.1200, OSHA’s Hazard C8mmunication Sl%ﬁﬁ’%dZOl?(ﬁA%(&OM

2012)

rigins

Section 3 - Composifion, Information on Ingredients

Name Product identifier % Classification according to
67/548/EEL
Ascorbic Acid TCAS No) i~/ =10 NotTlassific.
(EC No) 200-066-2
Narme Product identifier o Classification aceonding to
(5C) No. 1272/2008{CLP]
Ascerbic Acid {CAS No) 50-81-7 < 100% Not classified

(EC No) 200-066-2

Section 4 - First Aid Measures

Eyes
Skin
Ingestion

Inhalation

Notes to Physician

Phash eyes with plenty of water for at least 15 minutes, occasionally lifting the upper and

lower lids. Get medical aid,

Flush skin with plenty of soap and water for ai least 15 minutes while removing
contaminated clothing and shoes. Get medical aid if imitation develops or persists.

Get medical aid. Wash mouth out with water,
Remove from exposure to fresh air immediately, if not breathing give artificial respiration .
1f breathimg is difficult, give oxygen.

Get medical aid if cough or other symptoms appear.

Treat symptomatically and
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Section 8 - Fire Fighting Measures

General Information As in any fire , wear a self-contained breathing apparatus in pressore-

demand, MSHA/NIOSK (appreved or equivalent),and full protective gear.
Extinguishing Media In case of five use water spray, dry chemical, carbon dioxide, or chermical foars.
Atoignition Temperaiure Not available.
Flash Point Net available.
NEFPH Rating Nt published.
Explosion Limiis Lower Not available.

Upper Not available.

Section 6 - Accidental Release Measures

General Information Use proper personal proteciive equiprent as indicated in section
Spills/Leaks Yacuum or sweep np material and place into a suiiable disposal container.

Section 7 - Hawdling And Storage

Handling Avoid breathing dust , vapor , mist or gas ,Avoid coptact with skin and eyes,
Storage Stored in a cool dry place stored in a tightly closed container.

Section & - Exposure Controls, Personal Protection

Engiseering Controls Use adequate ventilation to keep airborne concentrations low.

PERSONAL PROTECIVE EQUIPMENT

Eyes Wear appropriate protective eyeglasses or chemical safety goggles as described by OSHA' s eve
and face protection regulations in 29 OPR 1910.133 or Buropean Standard EN166.

Ekin Wear sppropriate protective gloves to prevent skin exposuze.

Clothing Wear apprepriate protective clothing te prevent skin exposure,

Respirators Follow the OSHA  respirator  regulations found in 29 CFR 1910.134 Or European
Standard EN149. Always usea NIOSH or European standazrd  EN 145 spproved
respirator when necessary.

Section 9 - Physical and Chemsical Properties

Physical State— Powder
Appearance White

Gdor Not available
PH Not available
Vapor Pressure Negligible
Viscosity Not available
Boiling Point Not available
FBreezing/Melting Poiat 180 C
Decomposition Temperatire Not available
Solubility ) 333 G/ L water at 20 C
Specific Gravity /Density 1.7000g/cm®
Molecular Formula CstlsOs
Molecular Weight 176.13

Section 16 - Stability and Reactivity

Cheraical stability Stable under normal 1emlperaiures and pressures.
Conditions to Avoid Incompatible materials Tight exposure to

Incompativilities with Other Materials  Strong oxidizing agents
Hazardous Decomposition Products Carbon monoxide carbon dioxide
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Hazardous Polymerizatisn Will not oceur

Section 11 - Toxicological Information

RTECE # CAS #50-81-7: C 17650000

LD50/LC50 CAS # 50-81-7: Oral mouse; LDSC =3367mg/ky Oral iz LD50==11900mgkg
Carcinegenicity L-(3)-Ascerbic acid Not listed by ACGLIL YARC NIOSH NTP, or OSHA
Other see actnal entry in RTECS for complete information

POTENTIAL HEALTH EFFECTS

Eye Contact canse transient eye imitation.

Skin Low hazard for nsual indusirial handing.

Ingestion Low hazard for nsual industiial banding. May cause mild digestive wact Hhnitation.
[nhalaiion May cause respivatory tract imitation.

Chronic Not available

Acule toxicity Mot classified
Skin corrosionfimritation Not classified
Serious eye damagefinitaiion Not classified
Respivatory or skin sensitizatien Not classified
Germ cell muiagenicity Not classified
Carcinogenicity Not ¢lassified
Reproductive toxicity Not classified
Specific target organ foxicity(single exposure) Not classified
Specific target organ toxicity(repested exposure) Not classified
Aspiration hazard Not classified

Peigntial adverse homean health effects and symptoms To our knowledge,the product does nof present any
particular risk,under normal cenditions of use.Large amounis: Not applicable

Section 12 - Ecological Information
For further information contact Shandong Luowel Pharmaceniical Co., Lid.
Sectien 13 - Disposasl Counsiderations

Dispose of in 2 manner consistent with local zegulations.

Section 14 - Transport Infermation

USDOT IMO IATA RID/ADR Capadian TDG
Shipping Mame N/A N/A
Hazard Class
UN Number:
Packing Group:

Section 15 - Regunlatory Information

European/International Regulations

European Labeling in Accordance with EC Directives
Hazard Symbols: Not available.

Disk Phrases;

Safety Phrases;

8 24/25 Avoid contact with skin and eyes.

WGK (Water Danger/Protection)

CAS #50-81-7:0

Canada




CAS#50-81-7 is listed on Canada ' s DSLADSL Lisi.
CAS#50-81-7 13 not listed on Canadas ingredient disclosure fist,
Exposure Limits

US FEDERAL

TSCA

CAS # 50-81-7 iz listed on the TSCA inventory.

Section 16 - Additional Information
N . auge(st

The information awove is belicved 10 be accurate and represents the besi informa 1)2)‘1: in'rrLritlv avalfable io us,
However, we make ne warvanty of merchantability or any other warranty, express or buplied, with respect to such
information, and we assume no liability resulting from its use. Users should make their own investigations to
determine the suitability of the information for ¢heir particular purposes. In no way shall the company se lable for
any claims, losses. Or damages of any third party or for lost profits or any special, indirect, incidental,
counsequential or exemplary damages, howsoever arising, even if the company hag been advised of the possibility
of such damages.
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NUTRITIONAL / DIETARY INFORMATION

Profuct Ascorbic Acid
1 CLASSIFICATION
Yes/No
11 Does your product centain any animai-based products or derivatives? NC
1.2 If “Yes”, please state the source and issue BSE-TSE statement if applicable
Please indicate whether suitable for any of the follewing: Yes/No
1.3 Kosher (mlease attach current certificate) Manufacturer
1.4 Halal (plesse attach current certificate and complete Halal Declaration if not MU} Manufacturer
15 Vegetarian (Free from animal flesh {meat, fowl, fish or shelifish}, meat or bene stock, Yes
animal or carcass fats, gelatin, aspic or any other ingredients resulting from slaughter)
151 Lacto-ove-vegetarians {eat both dairy products and eggs} Yes
152 Lacto-vegetarians (eat dairy products but avoid eggs) Yes
1.6 Vegan {free from food from animals) Yes
1.7 Dialetics Yes

18 Cosliacs (gluten intelerance) Ves
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Dear Sit/Madam
Re: Country of Origin
Product: Ascorbic Acid Crystalline Powder — DFi-743011

MADAR Comporation hereby cerlify that the above product we supply
to you is made in China.
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Hazard Analysis of Ascorbic Acid

?oslgible hazard Risk Assismant Judgment of f Judgment Basis Control Method GGP
iologic ) harm
L sof hazard  of 2.4 = Non
(F)fhysical occurrence  significant harm o
>4= significant harm PRP
(8) None
{C) None
2 2 4 | Magnetic  attenustion, Test ifis magnetism | #PR®
Madnetic forei found more  than 2 regulatly
® agr;&g:aeagn gramns of iron filings or 1
ouies piece of metal larger
. , than 2mm
(BY None B
{C}! None
i3 2 8 The detector is not Test the  metal | CCP

{F)

Fe, Non-fe,SUS "
sensitive enough detector reguiarly



production Pos‘sibie hazard

process steps Blolegical

{C)Chemical

|

{(P)Physical

(B} None
Bagging sealing {C)' Nane

(Pﬂ None

(Bj Nene
Tunnel type metal (Cj None
detector

{P}  Fe, Non-fa,SUS

{

{B) Nons

/
|
|
(C) Residual solvent
|
L.

Deving
(C VT ¢hange caior
(] Nane
(B} Nore
Steving (C) None

| Large pariicle
{P) foreign body,
metal pollution

Risk Assisment Judgment of harm

N o 1= No harm
jousnes Possibiiity
significant harm

>4= gignificant harm

J

Judgment Basis

The detector is naot
sensitive encugh

improper controi for the
drying vacocum,time and
femperature
High temperature, low
vacuum degree, long
drying time

The screen is broken
and the wirg is off

Conirol Methed

Test  the metal
datector regularly

Proper controt for the
drying vaccum,iime
and temperature
Strictly  exeouts the
position SOP

Check the screen

befors.in and  after

the produgction

coP
oF
OPRE
23
PRP

CCP

CCP

OPRP

CCP
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STABILITY DATA FOR ASCSREIC ACIS

Lot No, :201208032
Manufacture Date: SEP, 2012

Test tem
Specification
18-09--2012
1§-12~2012
18-03-2013
18-08-2013
18-09-2013
18-03-2014
18-09-2014
18-09-2015
18-09-2016

Product Name
Test Type
Batch Quantity

Test Conditions

Package

Appearance
¥hite crystalline pewdsr
Yhite crystalline powder
¥hite crystalline powder
White crystalline pewder
White crystalline powder
¥hite crystalline powder
#hite crystalline powder
¥hite crystalline powder
White crystalline powder

Yhite crystalline powder

PH
2.1-2.8
2.47
2. 47
2.48
2. 47
2. 49
2.46
2.50
2. 44
2.45

ASCORBIC ACID
Long term Test
200Kgs
Temperature: 25C 12

comparative humidity:60% 5%

keeping off light.
plastic bag

(Same package as the product for marketing )

Melting Point

Asout 190°TC
198.47TC
190.5°C
180.3C
180.5°C
190.6°C
180.47C
190.3°C
190.4°C
190, 67°C

Soecific Rotation
~+24.6°

+20.5°

2%
21.
. 487
. 08°
.06°

.07°

{}7 °
08"

.05°
. 04°
.03°

Assay

99.0%-100.5%

99, 82%
49. 91%
99. 92%
99. 90%
94. 89%
99. 1%
99. 01%
99, 92%
99. 39%
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SPECIFICATION

Vitamin C

Ascorbic Acid Crystalline Powder

BP/USP/EP

DESCRIPTION

Appearance White crystalline powder
CAS No. 50-81-7

BTN 29 36 27 00 000
Shelf life 36 Months from production date
Formula CeHsOs

Country of origin China

E number E300
SPECIFICATIONS

Assay 99 - 100.5 %
Colour Clear =< BY7
Identification Positive reaction
pH (2% solution) 24-28

Heavy metals Max 10 ppm
Cadmium Max 1 ppm
Sulphated ash Max 0.1 %
Arsenic Max 1 ppm

Loss on drying Max 0.4 %
Melting point About 190°C
Residual solvents Pass

Lead Max 2 ppm

Iron Content Max 2 ppm
Oxalic Acid Max 0.2 %

Specific Optical Rotation
Mesh Size

+20.5° + 21.5°
40 to 80 mesh

Mercury Max 0.1 ppm
Copper Max 5 ppm
Packaging 25 Kg Cartons
pH (5% solution) 21-26
Impurity C Max 0.15 %
Impurity D Max 0.15 %
Unspecified Impurity Max 0.1 %
Total Impurities Max 0.2 %
Impurity E Max 0.2 %
Zinc Max 0.25 ppm

Exclusion of Liability

Information contained in this document is accurate to the best of knowledge and beliefs of MADAR Corporation Limited. However, it remains at all time the
responsibility of the customer to ensure that MADAR Corporation Limited materials are suitable and meet the regulations for the particular purpose intended.
MADAR Corporation Limited accepts no liability whatsoever (except as otherwise provided by law) arising out of the use of information supplied.
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MICROBIOLOGICAL

Total plate count Max 100 cfu/g
Total yeasts and moulds Max 100 cfu/g
Staphylococcus aureus Negative
Pseudomonas aeruginosa Negative
Salmonella Negative
Escherichia Coli Negative

Exclusion of Liability

Information contained in this document is accurate to the best of knowledge and beliefs of MADAR Corporation Limited. However, it remains at all time the
responsibility of the customer to ensure that MADAR Corporation Limited materials are suitable and meet the regulations for the particular purpose intended.
MADAR Corporation Limited accepts no liability whatsoever (except as otherwise provided by law) arising out of the use of information supplied.

10/04/2019 | Version 6
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