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Sudarshan is a leading supplier of pigments, pigment preparations and polymer
soluble dyes for the coloration of plastics and rubber. Our customers have a
growing need for information about and an understanding of regulations regarding
and questions relating to the coloration of consumer goods, food packaging and
children’s toys. This flyer focuses on Sudarshan’s FDA-compliant colorants and their
prescribed limitations.

SUDARSHAN'S MAIN
PRODUCT RANGES
FOR THE COLORATION
OF PLASTICS

PV FAST®
High performance organic pigments with outstanding heat resistance,
light fastness and fastness to bleeding.

SOLVAPERM®

Polymer soluble dyes for amorphous plastics which produce brilliant,
transparent coloration with outstanding heat resistance and good light
fastness.

POLYSYNTHREN ®

Polymer soluble dyes for brilliant and transparent coloration of engi-
neering plastics with a focus on polyester spin dyeing. They offer
excellent fastness and resistance properties.

TELALUX™
Optical brighteners for mass brightening of a wide range of plastics
including polyester fibers and filaments.




FDA APPROVAL
SUMMARY OF THE

REGULATIONS CONCERNING

FOOD PACKAGING

1. GENERAL REMARKS

The Food and Drug Administration (FDA) regulates cos-
metics, medical devices, drugs, food (including food
additives and food packaging) in the United States.

FDA regulations are compiled in Title 21 of the Code of
Federal Regulations (21 CFR). These regulations can
be amended in the Federal Register, or as described
below.

FDA regulations are organized in Parts.

The Parts that are most relevant to food contact are:

- Part 175 - Adhesives and Coatings

- Part 176 - Paper and Paperboard

- Part177 - Polymers

- Part 178 - Adjuvants, Production Aids, Sanitizers

- Part 181 - Prior Sanctions

- Part 182 - GRAS Substances

- Part 184 - Affirmed GRAS Substances

- Part 186 - Food Contact Substances Affirmed as
GRAS

Detailed regulatory information is found in paragraphs,
such as §178.3297, Colorants for Polymers.

2. LEGAL AND REGULATORY BACKGROUND —
FDA COMPLIANCE FOR FOOD ADDITIVES

A food additive is a substance which, when used as

intended, is reasonably expected to become a compo-

nent of food. A food additive must be already regula-

ted, exempt or precleared.

There are three types of food additives:

- Color Additive (a certified food grade color ingredient
added directly)

- Secondary Direct Food Additive
(a food additive that creates a technical effect in food
during processing, but not in the finished food)

- Indirect Food Additive also known as Food Contact
Substance (a food additive that comes into contact
with food as part of packaging, holding, or proces-
sing, but is not intended to be added directly to,
become a component of, or have a technical effect in
or on the food.)

Indirect Food Additives (Food Contact Substances) are
regulated, exempt or pre-cleared. However, this type of
additive is likely to have exemptions or pre-clearances.

21 REGULATED COLORANTS FOR POLYMERS

2.1121CFR, §178.3297. COLORANTS FOR

POLYMERS

Colorants for polymers are listed in 21 CFR §178.3297,

Colorants for Polymers. The colorants are listed with

their chemical names and/or with their color index

generic names. Many of the colorants are subject to

restrictions on:

- Upper limit color concentration in the polymer,

- Polymer types,

- Food types, (aqueous, acidic, fatty, low alcohol,
high alcohol), and/or

- Conditions of use

The conditions of use describe the temperature condi-
tions the colored polymer may be subjected to and are
described as follows:

A. High temperature heat sterilization

(e.g. over 100°C/212 °F)

Boiling water sterilization

Hot filling or pasteurization above 66 °C (150 °F)

Hot filling or pasteurization below 66 °C (150 °F)

Room temperature filling and storage (no thermal

treatment in the container)

F. Refrigerated storage
(no thermal treatment in the container)

G. Frozen storage (no thermal treatment in the
container)

H. Frozen or refrigerated storage: ready-prepared
foods intended to be reheated in the container at
time of use

I. Irradiation

J. Cooking at temperatures exceeding 250 °F.

moow

2.1.2 FOOD CONTACT NOTIFICATIONS

As of January, 2000, the FDA no longer lists cleared
substances in 21 CFR §178.3297. Rather, substances
cleared by the FDA as food contact substances will be
listed on the FDA webpage. For a complete listing of
FDA-cleared substances, both 21 CFR §178.3297 and
the FDA webpage must be researched.

The same restrictions found in 21 CFR §178.3297 would
be utilized in substances cleared by food contact noti-
fications. It is important to note that only the company
listed with the cleared substance on the FDA webpage
may declare their product as FDA-compliant.

2.2 EXEMPTIONS FROM FOOD ADDITIVE
REGULATION

Exemptions from the Food Additive Regulation include:
- No migration

- Functional barriers

- Housewares

- Threshold of regulation

2.3 PRE-CLEARANCES FROM THE FOOD
ADDITIVE REGULATION

Certain colorant pre-clearances are still recognized
and utilized in business today. These include:

- Pre-1958 approvals by the FDA or USDA

- Lehman List

- Agency Letters

- Prior Sanction

- Generally Recognized as Safe (GRAS)




FDA-COMPLIANT PRODUCTS

(COLORATIONS AT SD /3 + 1% TIO,)

POWDER PIGMENTS
4 4 A A >
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PV FAST PV FAST PV FAST PV FAST PV FAST PV FAST
YELLOW H9G YELLOW H4G YELLOW HG 01 YELLOW HG YELLOW H2GR YELLOW HGR
P.Y. 151 P.Y. 180 P.Y. 180 P.Y. 191 P.Y. 191
PV FAST PV FAST PV FAST PV FAST PV FAST
YELLOW H3R ORANGE H2GL SCARLET 4RF RED D3G RED HF4B
P.0O. 64 P.R. 242 P.R. 254 P.R.187
PV FAST PV FAST PV FAST PV FAST PV FAST
RED E3B RED E5B PINKE PINK E 01 PINK E2B
P.V.19 P.V.19 P.R.122 P.R. 122 P.R.122

PV FAST PV FAST PV FAST VYNAMON
BLUE A4R BLUE A2R BLUE BG BLUE 515309
P.B. 15:1 P.B. 15:1 P.B.15:3 P.B.15:3

PV FAST GRAPHTOL BLACK
GREEN GNX CLN VP 6274
P.G.7

POLYMER SOLUBLE DYES IN PET

G
e
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POLYSYNTHREN POLYSYNTHREN POLYSYNTHREN SOLVAPERM
YELLOW NG BROWNR RED GFP RED BB

P.Y. 147 S.Br. 53 S.R.135 S.R. 195

POLYSYNTHREN SOLVAPERM SOLVAPERM SOLVAPERM BLACK
BLUE RLS BLUE 2B GREEN G PCR VP 6280

S.B. 45 S.B. 104 S.G. 28

OPTICAL BRIGHTENERS

TELALUX KS TELALUX KS 1 TELALUX OB




FDA-COMPLIANT COLORANTS
WITH PRESCRIBED LIMITATIONS

PRODUCT NAME C.l POLYMER UPPER CONDITIONS OF USE FOOD TYPES
GENERIC NAME CONCENTRATION as defined in
in % by weight 21 CFR176.170
Colorant
PV FAST YELLOW H4G Pigment Yellow 151 All 5 - All foods
PV FAST YELLOW H9G Pigment Yellow 214 All 1 - All foods
PV FAST YELLOW HG 01 Pigment Yellow 180 All 1 B-G All foods
PV FAST YELLOW HG Pigment Yellow 180 All 1 B-G All foods
PV FAST YELLOW H2GR Pigment Yellow 191 All 1 B-H All foods
PV FAST YELLOW HGR Pigment Yellow 191 All 1 B-H All foods
PV FAST YELLOW H3R Pigment Yellow 181 All 1 B-H All foods
PV FAST ORANGE H2GL Pigment Orange 64 All 1 B-H All foods
PV FAST SCARLET 4RF Pigment Red 242  All 2 A-H Aqueous, acidic, low
alcohol
Article thickness not to exceed 2 mils
PV FAST RED D3G Pigment Red 254  All 1 B-H All foods
PV FAST RED HF4B Pigment Red 187  All 1 B-H All foods
PV FAST RED E3B Pigment Violet 19 FDA-compliant color without limitations in 21 CFR 178.3297
PV FAST RED E5B Pigment Violet 19 FDA-compliant color without limitations in 21 CFR 178.3297
PV FAST PINK E Pigment Red 122 All 1 D-G Aqueous, acidic, low
alcohol
0.5 D-G Fatty foods
0.2 A-H All foods
PV FAST PINK E 01 Pigment Red 122 All 1 D-G Aqueous, acidic, low
alcohol
0.5 D-G Fatty foods
0.2 A-H All foods
PV FAST PINK E2B Pigment Red 122 1 D-G Aqueous, acidic, low
alcohol
0.5 D-G Fatty foods
0.2 A-H All foods
PV FAST BLUE A4R Pigment Blue 15:1 2.7 E-G All foods
PV FAST BLUE A2R Pigment Blue 15:1 FDA-compliant color without limitations in 21 CFR 178.3297
PV FAST BLUE BG Pigment Blue 15:3 18 E-G All foods
VYNAMON BLUE 515309 Pigment Blue 15:3 FDA-compliant color without limitations in 21 CFR 178.3297
PV FAST GREEN GNX Pigment Green 7 FDA-compliant color without limitations in 21 CFR 178.3297
GRAPHTOL BLACK CLN VP N/A All 1.3 B-H All foods

6274

PRODUCT NAME C.l. POLYMER UPPER CONDITIONS OF USE FOOD TYPES
GENERIC NAME CONCENTRATION as defined in
in % by weight 21CFR 176.170
Colorant
POLYSYNTHREN YELLOW NG Pigment Yellow 147 PET 0.25 E-F-G All Foods
0.25 D-E-F-G Food types lll, IV—-A, and V
POLYSYNTHREN RED GFP Solvent Red 135 PET 0.2 E-F-G Aqueous, acidic, low
alcohol
0.045 C-D Aqueous, acidic, lowalcohol,
high alcohol, fatty foods
POLYSYNTHREN BLUE RLS Solvent Blue 45 PET 0.4 C-G Aqueous, acidic, low
alcohol
POLYSYNTHREN BROWN R Solvent Brown 53  PET 0.2 C-G All Foods
SOLVAPERM RED BB Solvent Red 195 PET 0.2 E-F-G Aqueous, acidic, low
alcohol
SOLVAPERM BLUE 2B Solvent Blue 104 PET 0.2 E-F-G Aqueous, acidic, low
alcohol
SOLVAPERM GREEN G Solvent Green 28 PET 0.2 E-F-G Aqueous, acidic, low
alcohol
SOLVAPERM BLACK PCR VP N/A PET 0.4 E-F-G Aqueous, acidic, low
6280 alcohol
Optical Brighteners
TELALUX KS N/A Rigid/Semi 0.05 D-E-F-G All foods
Rigid PVC
All 0.03 D-E-F-G All foods
TELALUX KS1 N/A All 0.025 Temperatures not Food types |, Il, VI-A, VI-B,
to exceed 275 °F VII-B, VIII
TELALUX OB N/A FDA-compliant color without limitations in 21 CFR 178.3297

Legend for Food Contact Conditions:

mooOw>

Container is sterilized over 212 °F

Container is sterilized with boiling water
Container is hot filled or pasteurized above 150 °F
Container is hot filled or pasteurized below 150 °F
Room temperature filled and stored.

No thermal treatment in the container

o™

Refrigerated storage. No thermal treatment in the container
Frozen storage. No thermal treatment in the container
Frozen or refrigerated storage. Ready-prepared foods intended

to be reheated or microwaved in container at time of use

Legend for Food Types:

VII.

VIILL

Nonacid, aqueous products; may contain salt or sugar or both
(pH above 5.0).

Acid, aqueous products; may contain salt or sugar or both,
and including oil-in-water emulsions of low or high fat content.
Aqueous, acid or nonacid products containing free oil or fat;
may contain salt and include water-in-oil emulsions of low or
high fat content.

Dairy products and modifications:

A. Water-in-oil emulsions, high or low fat.

B. Oil-in-water emulsions, high or low fat.

Low-moisture fats and oils.

. Beverages:

A. Containing up to 8 percent alcohol.

B. Non-alcoholic.

C. Containing more than 8 percent alcohol.

Bakery products other than those included under Types VIiI

or IX of this table:

A. Moist bakery products with surface containing free fat or oil.

B. Moist bakery products with surface containing no free fat or oil.
Dry solids with the surface containing no free fat or oil

(no end test required).

Dry solids with the surface containing free fat or oil.
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Sudarshan Chemical Industries Limited
Registered Office: Eleven West Panchshil, 7th Floor, Survey No 25, Near PAN Card Club Road, Baner, Pune 411 045, India
T: +9120 6829 7610 | E: contact@sudarshan.com | www.sudarshan.com | CIN.: L24119PN1951PLC008409

Disclaimer: This information corresponds to the present state of our knowledge and intends to provide a general description of our products and their possible applications. WE
MAKE NO REPRESENTATIONS OR WARRANTIES, WHETHER EXPRESS OR IMPLIED, REGARDING THE ACCURACY, ADEQUACY, SUFFICIENCY, OR FREEDOM FROM DEFECTS
OF SUCH INFORMATION, INCLUDING WITHOUT LIMITATION ANY IMPLIED WARRANTIES OF MERCHANTABILITY, SUITABILITY, OR FITNESS FOR A PARTICULAR PURPOSE, OR
OTHERWISE. We assume no liability whatsoever in connection with any use of this information. Nothing contained herein shall be deemed to modify, waive, or supersede our
General Terms and Conditions of Sale, which shall govern all transactions unless otherwise expressly agreed in writing. All applicable intellectual and industrial property rights
must be strictly observed.

Due to possible changes in our products and applicable national and international regulations and laws, the status of our products could change. Material Safety Data Sheets (MSDS)
which include relevant safety precautions for handling and storage, are available upon request and are provided in accordance with applicable legal requirements. Users are advised
to obtain and review the relevant MSDS prior to handling any product. Users shall bear sole responsibility for determining the suitability of our products for their intended applications
whether or not the end application is known to us.

As the performance of colorants is influenced by factors like additives, polymers, and processing conditions, customers are strongly advised to conduct their own testing to verify
suitability in end-use applications. Any deviation from recommended usage or processing conditions may adversely affect product performance and results. (Version 1/2026)
Caution: We offer a select range of colorants, some of which are designed to meet regulatory requirements for sensitive application areas such as cosmetics, personal care
applications, food packaging materials, toys and others. In such sensitive applications, only products designated for these applications should be used. We do not recommend
that any of our products are used in sensitive applications which may come in contact with internal body organs or body fluids. For additional information, please contact us.
(Version 1/2026)

Color Reproduction: For technical reasons connected with color reproduction, the colors shown may not exactly match the pigment colors and do not represent a particular finish.
(Version 1/2026)

2026/SCI/PLA/001(Interim)



