This guidance was written prior to the February 27, 1997 implementation of FDA’s
Good Guidance Practices, GGP’s. It does not create or confer rights for or on any person
and does not operate to bind FDA or the public. An alternative approach may be used if

such approach satisfies the requirements of the applicable statute, regulations, or both.
This guidance will be updated in the next revision to include the standard elements of GGP’s.
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COLOR ADRITIVE STATUS LIST

Preface

I‘hls status list is a measure to pr_ovic;le current information concerning color additives, and will epable
quest;ga:ots and others needing - this information to detemmine the status and limitations of most colors
likely to'be encountered in a food, drug, devicé, of coametic establishment.

In order to maintain concise form, this list is by necessity limited in many respects involving
certification, regulations, labeling, etc. For specific details concerning these matters, please refer
to the solrce docment§. Code of Pederal Regulations (CFR, Title 21, Parts 70 to 82) and to the Federal
Food, Drug, and Cosmetic Act, as amended, Sections 60l{e}. 602{e), 706, and as it pertains to Sections
201{s) (3) and (t), 402(c}, 403{m), S01(a}, and 502(m).

Any colors] not incl_uded in this listing and found in the possession of manufacturers or processors where
they‘ may be used in foods, drugs, davices, or cosmetics should be referred to your District for
consideration,

LAKFS: 2LICFR 8l.1 a,b,& ¢ refers to "Lakes (FD&C}", "Lakes {D&C)™ and "Lakes ( Ext. D&C)™. This also
refers to 21 CFR 82.51, B1.1051, and 82.2051. These are the sections in the color regulations ceferring
to "Lakes". Sections 82.51, 82.1051, and 82.2051 pertain to FD&C Lakes, D&C Lakes and Ext. D&C Lakes
respectively.

Since sohe of you may not be familiar with "Lakes", the following swmmary may be helpful:
Two procedures may be followed in naming lakes: .

1. & previously certified batch of FD4C color, for example FDEC Yellow Mo. 5, may be used to start
off with; the aluminum or calcium salt of this color may be made and then precipitated on a sub~
strate of aluminum hydroxide. The fesultant "Lake" must be certified. In this instance the lake
would be named "FDEC Yellow Ma. 5 Aluminum Lake" apd may be used to color foods, drugs or cosmetics.

2. An uncertified batch of FD&C color, for example FUsC Yellow No. 5, may be used to start off with
and the 1ake 1§ made in the same manner as above., The resultant lake must be certified. In this case
the name of the lake is "DeC Yellow No, 5 Aluminum Lake" and may be used only to color drugs & cos-
metics. The difference between 1 and 2 is that the First procedure started with a previously cert-
ified color, while the second procedure started with an uncertified color.

Each "lake” made fram FR&C, 0&C, or Ext. D&C colors bears the same name as the caler from which it
is derived followed by the name of the basic radical combined in the color ( i.e. aluminwm or cal-
cium in FD&C; aluwinum, barium, calcium, potassium, sodium, strontium, or zirconium in D&C or Ext,
p&C) and the word “lake".

NOTE: You are cautioned that this Extibit
is condensed and should be used for
screening and guidance only. When you en-
counter situations involving possible vio—
lations of color additive regulations
check the latest basic document as indi~
cated in the second paragraph of this pre-
face.Be certain of the camplete status and
réport the facts. Tt is the District re-
sponsibility to instigate  appropriate
action, not yours. De not advise fims to
destroy stocks aof possible suspect mer-
chandise or institute recalls  without
District elearance.

(N %0-3) ' ) INsPECTION UpeRATIONS MANUAL  7.15.93
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Provisional Listing

Color Additives previous)
listed for FOOD,

COLOR ADDITIVE STATUS LIST

(None of these colors may be used

Color

Remarks

y and presently subject ta Cerkification ang provisionally
DRUG, & CﬂSMEI‘Ig Use, and those permanently listed.
in products which are intended to be used in the area of the eye) .

Restrictions or
Section 1/

Telerances & 21 CFR

Fermanently listed for food, dryy,
and cosmetic use, eff, 10-29-82

GMP 74,101, 74.1101, 74.2101. 82.101

Permanently listed - sutures
eff. 4-14=71

Permanently listed for food
ard ingested diug use.
EEf 7-31-87

For coloring nylon surgical sutures th
ldve must not exceed 1% by wt of. the
suture and the dye does not migrate to
the surrounding tissue,

GMP 74.102; 74.1102; §2.102

e

Permanencly L1sted Lor Lood, oruds
and ceametic use eff, 12-15-82

None  /4.203; T3.T203; 7742203 52.203

'

Permanently listed, Food & Ingested
Druas, eff., 7-7-6%:

GMP  74.303; 74.1303:

Cert. cancelled eff. 9-21-T76, except
for use in ext. drugs & cosmetics.

& Cosmetics,

For use only in externally applied Drugs
74.1304; 74.2304; 82.304;

Closing Date*
For Food 9"‘Tc?l;):ug
use, Cosmetic use.
FD&C Blue #1
FDsC Biuve j2
FDLC Green™ #3
FD&C Red #3
FD&C Red #4
rD&C Red ¥40
FDAC Yellow #5 o

Permanéntky Tisted for food, <drug,
& cosmetic use. Reg eff. 6-9-71 &
2=21=75,

TGP 75,3407 74.1330; 74.2340+

Permanently listed, Food h Ingested
Drugs, eff, 7=1-69;

Permanently listed for externally
applied druas & cosmetics, generally
Eff, 10-7-85

GMP  7+.705; F4.1705; 74.2705;
92,705

FDAC Yellow #6

Permanently listed. Food, Drug and
Cosmetics, Eff. 12-22-86

GMi* 74.706: 74.1706¢ 74,2706, 82.706;
Labeling requirement ***

rUs Lakes
(See Preface of
this exhibit)

certified FPEC colors. Except
FD&C Red #3.

May be prepared from any Of the above] None SL‘L;_ 82,51

Citrus Red #2

Permanent ly listed. EEf. 7-21-63

Por use only in coloring 6f matyre
oranges. Limit .of 2 ppm caleculated on
basis of whole fruit weight., 74.302

Orange B

Permanently iisted. Eff. J-5-86

Used in coloring surfaces & casings of
frankfurters or sausages. Limit < 150

| ppm by wt. of finished product. 74,250

The following colors, previcusly commonly used, are no longer authorized for use:

FD&EC Green ¥I
FD&C Green 2
FD&C Red #1
FD&C Red #2
FD&C Red #3

FD&C Red #4

i For Lakes only.

ahd

1/ Color additives may not be used to color foods for which standards
of added color is authorized by the standard.

{Removed from list.on 2-13-76)

(Lakes removed from list for all uses on 2/1/90.

Straight color for cosmetic and external drug use 2,/1/90,)
(Removed from list for ingested uses on 9~23-76)

FO&C Violet # 1 (Removed from list on 4-10-73)

5% F.R, 42006 Wav. 3, 1987, Closing Date Extended

of identity have been promulgated unless the use

53 F.R. 49138 - Notice that specific labeling requirements will not be enforced

(N 90-3)
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ExHinry 539-C

COLOR ADDITIVES STATUS,;(LLS'I:

B S

Color additives previously and Presently subject to certification and provisionally
i AND COSMETIC use, and those permanentl
(None of these colors may be used in products which are intended to be used in the area nf the aye)

y listed.

Color *Provisional Remarks Restrictions or Toulerances
Listing & 21 CFR Section.
Clesing
Date
DEC Blue #4 Permanently listed. fff, 1-3-77 External use oniy. 74.1104. 14.2104; 82,1104
€en §5 eimanently Iisted, EEF. To7-53 Nene 74,1203 74.2205: 62,1205
TRCCreen ¥0 Petmanently [1sted. Ef, S=T33 For calaring externaliy applied drugs and
) cosmetics. 74,1206; 74.2206; 82.1206:
DsC Green i@ Permanently isted, EEL. +2=30=76  |Sxternal use only.  74.1208; 74.2208
LU Drange §4 crmanently 17sced, Brf. 11-1=77 External use only, KL VAT LWy iv 52,1257

D&C Qrange #5

Permanently Listed tor lipsticks,
lip coametjcs, mouthwashes, and
dentifrices. Eff. 12-3.g2

Petmanently listed for externally
applied drugs and cosmetics,
Eff, 5-7-84

D&C Red g6

74.1255, 74,3355, 82.125%
Lipsticks and Lip Coametics: Campesition
restricted to 5% by weight of finished cosmetic
product.

L

Drugs: In externally applied drugs in amounts nod
exceeding 5 mg. per daily dose of drug.

Irgesied Use: In drug ard cosmetic mouthwashes
and dentrifices. (es:d

Cotmetics: In externally applied cosmetics, aMp

CaC Red™ §7

Permanently Listed Ef.1-38-83

En-nanenEIy Cisted TIT. 1-79-83

74,1306, 74.2306, 82.1306
Drugs: Combined total of D&C Red No.g & D&C Red

No. 7 not to exceed 5 mg. per daily dose of drug §
Cosmetics: Genaeral Use. oMp

f4. 1307, 30T T EITI0T
Drugs: Qombined total of

DsC Red No.6 & D&C Red
No, 7 not to exceed 5

™. per daily dose of drug
e

D&C Brown #1

Co S3

Petmanently listed, EfE, 12-27-~76

For coloring externally appl ied <odgmetics, @Mp
74,2151

* Ingested drugs use delisted — 11-30-82

(TN 90-3)
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' COLOR ADDITIVES STATUS LIST -y

Color Additives previously ard presently subject to certification and provisionally listed
for DRUG and COSMETIC use, and those permanently listed, (Cont'd)
(None of these colors may De usad in produsts which are intended to be used in the area of the eye}

*Provisional)

Listing
Closing Restrictions or Tolerances & 21 CFR
Color Dats Remarks Section
D&C Rexd 21 Permanantly listed, Bff. 1.3-33 Nonme: 74.1321- 74.2321: 32.1321
G Hed B Parmanently listed. Frf. i-3-8% Nome: 74.1322; 75,2320. §2.1322
Dal kel =7 - Permanencly listed, Eff, 10-29-p2 Nonei 74.1327; 74.2322; 82,1327
NG Bod 225 Patmanently listed, Eff, :10-29-82 | Nonet: 74.1323; '-'4.232?37 82.1328
Doz Hex] 330 permanently Tigted” ®f1. r-25-R¢ None:  t4.1330% 74 3330
UEC Bad 433 Toleramces set for Trugs: Dally ingestion limited t2 0.75 mg pure

internal use drugs, dye or a canbination of dyes approved for this

dentitrices, mouth washes, etc. use. Bl.1l; 8l.25;

Bermanently 17sted 10-28-A8

D&C Red 234 Tolerances set for Druwgs: Daily imgeszion limited to 1.7 mg pure dye

internal use drigs, dentifrices, or a canbination of dyes approved for this use.
mouth washes, etc. 574.1336
Permanently Listed 12-27-88

D&C Yallow #7 Pepnanently listed, Eff 12-20-75 ** For external use only: 74,1707; 74.2707;
82,1707
D&C Yellow #10 Pemanently listed. Eff 9-30-83; MNohe; Y4.1710, 74.2710, B2.171i0
w4 _g-84
O« [akes May be piepared trom any of the 8l.1; 82,1051
{See Preface of this legal FD&C or as permitted for
Exhibit) D&C anloes.,

The following colors, previcusly commonly used, are no lorger autharized for use:

N&C Black #1 DaC Orange #15 D&C Red 413
DSC Blue #6 (Drigs & Cosmeticsy D&C Oramge $16 D&C Red #14
D&C Blue #7 DEC Crange £17 D&C red #18 .
D&C Gresn 47 DT Red #5 O5C Red $19
088 Orarge §#3 D&C Red #8 25C Red #24
(&C Oramge #8 DsC Red &5 D&C Red #29
D&C Crange #14 DEC Red 610 DLC Fd #35
NeC Red #11 DiC Red 437
DsC Red $#12 D&C Red #38
- 50 F.R. 4642, Feb, 1, 1985, Closing date exterdad.

L Sae 21 CFR 81.25 {External D&C use unlimited.)
*** 49 PR, 8429, (Restrictions Removed,)

2-16-%
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Exprrnit 530~

{(None of these colars

Color

Color Additives previausly and prasently s
listed for use in EXTERNALLY APPLIED CRUGS 3 COSMETICS.
may be used in products which are intended to be used In the area af the eye)

*Provisional
Listing
Clesing
Date

COLOR _ADDIT

IVES STATD® -,

ubJect to cercificarion and provisionally

Ramariks

Restrictions or ™larances & 21 CFR
dections.

DSC Rad 817

Permanently listed. =ff 12-20-75

ternal use only. 74.1317; 74.2317; 42,1317

Dhgs ot =3

Pemmanently listed,

T 12-2T=Vn

[ZXUEFDAL J8€ ONlY, 74,3317 78.00307 Be.idaL

oig ol 23

Permanentiy listed, REE 133770

Zdrarnal_use only, 4. 1334:74,733d; 31 17 B2 1314

D&C Red #39

Pemanently listed. BEf 2-7-64
Delisted for other uses.

restricted to use (< 0.1% by wt of the Einished
druay product) in externally applied guaternary
arroniun gemmicidal selutions. 74.133%

NG Violer &2

Peonanently listed,

™ 5 =
SEE 12-20-70

-

ternal usa only, T4.1602: T4.2602; 32.1602%

Ext., C&C violet #2

permanently ) 15téd.

EEf 12-27-76

For coloring externally applied cosmetics.
74,2602

DAC CGreen sh

Pemanently 1istad,

Eff, Sai.A2

MP. T4. 1206 74.2206; R2.1206;

CExt.OAC elTow 2/

Permanently T isted,

L 12-27-74

toner  M4.170%a; T1.2707a; 82,2707a

D& Yellow %8

JPemanently [isted,

EIf T2-20-75

"roTr iy ternal use only: 74.1/08; 74.27087
22,1708

DsC vellow %il

Pemanently listed.

Txyernal use onlv. 74.1711; 74,2711

DEC prams = 10

permanently listad .

EEE 12-X1—"h
L

. 1330, 3. CUAD, L ITA0 - Pxtetnal Usé iy

NsC Cramge & L1

Pemanently 1isted,

P EPEET)Y
s PRI

Jacieal, 1L 02a1, 32.126] ~ ixternal Use only

Ext. DaT Lakes

{See Preface of this

Exhibit)

May be prepared Iram
above legal Ext. DaC

any of the
colors,

tEnet  Ilal; Gh.2Gor

The following colors, previously commonly used, are no lorger authorized for usas

Ext D&EC Blua #1 Bt BEC Red #1 Ext D&C Red #11
Ext D&C Rlue #4 Bt DsC Rad &2 Ext D&C Red 313
Ext DT (reen #1 Xt DAC Red 43 Ext D&C Red #14
Bt DsC Orange 41 BRE DAl Red 48 Ext D&C Red #£15
Ext D&C Crarge k3 Ext D&C Red £10 Ext DAC Yellow sl
Ext DEC Cratge %4

* 50 F.R. 4641, Eeb. 1, 1985, Closirg ate Exterded.

faled 48 F.R. 5262, Feb, ¢, 1993,
wkk 4B P.R. 13976, April 1, 1983.

Ext DAC Yellow #3
Ext D&C Yellow 45
Ext 0&C Yellow &
=t BeC vellow &
=t D& Yellow £10

(TN 90-3
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*Provisional

Listing

Closing Restrictions or tclerances & 21 cFn
Color Date Remarks Section 1/

Algae Meal, dried

Permanently listed, pff 7-31-61
To be used in chicken Feed to
enhance color of chicken skin g
g9 yolks. Mo Cert. required

Used in chicken feed to enhance the yellow color
of chicken skin & €99, Ethoxyquin content not ta
exceed 0, 3%, Quantity used sufficient to adequa-
tely supplement feed with xanthophyll & carotenes
& the ethoxyquin {preservative) content £ 150 prm

in £inal feed, 23,275
Annatto extract Permanently listed. Eff 89-19-53 GMP 73.30
Certification not required.
Beet julce Permanently l1sted [veg. juice; . GMP 73.260
Eff 3-28-6¢
Beet Powder Permanently iisted, EEf 6-19=67 GMP 73.40
i [Dehydrated beets)
Canthaxanthin Peonanently Listed. EEf 3-9-58 The quanticy of canthaxanthin does ROt sresed 30
mg/1lb of solid or sanisolid food or per piat of
ligquid feod. 731.75
Permanently listed. Eff 12-20-85 May besafely used in brojler chicken feed to
enhance the yellow color of chicken skin in
accordance with the following conditions: The
quantity incorporated in the feed shall not
exceed 4.41 mg per kg (4 gms/ton) of complete
feed to supplement other knhown sources of xantho-
phyll and associated carotenoids to accomplish
the intended effect.
Caramel Permanently listed. EEf 8-24-p3 GMP  71.85

Cartification not required.

camine

Bata carotene Permanentiy iisted. Eff 2-11-64 GE 73.95
Larrot oil Permanenciy liscted. B2F A-25-37 GMP __73.300
Cochineal @xtract Caming — Permanently Listed GF 73,100

6-18-67; Cochineal Extract -
Permanently listed 2-12-69
Certification not required.

Corn Endosperm 031

Permanentiy [isted, Eff 5-29-67

Used in chicken rfeed to enhance yellow color Of
chicken skin & €ggs. 73,315

Toasted partially defatted

| — cooked cottonseed flour

Petmanently listed. BIf A-E-id
Certification not required.

G 73,140

L Ferrous Gluconate

Parmanentiy listed. Rff Bo1B-87

Color tipe olives oniy. GMP - 73,160

Fru:t juice

Petmanently listed. EBff 3-28-66

Use in_foods consistent with GMP's.  73.250

Grape Color Extract

Permanently listed. EEf 10-30-31

Used to color nonbeverage food, except that 1t
may not be used to color foods for which
Standards of Identity have been pramulgated,
unless the use of added color is authorized by
the Standard. 73.169;

Grape Skin Extract
{enocianina)

Pemanently listed. Eff S5-21-8f

5till & carbonated drinks & ades, beverage bases
& alcoholic beverages - used in accorance with
Parts 4 & 5 of Title 27 CFR. 73.17¢ .

Synthetic 1ron Oxide

Pemmanently Listed, Eff 9-9-ga

Paprika & paprika

For cat & dog food only. Coler is not to exceed

| Riboflavin

0.25% by wt of finisheq food. 73,200
Permanently listed. Eff 3-28-66 Use in foods consistent with GMB'S. 733167
73.345
Permaneéntly Tisted, FEE G.01-E7 afF 74.950

Saffron

Permanently listed. EET 3=28-b5

Use 1n foods consistent With GMBYS. 7T, 5y

Tagetes Meal & Extract
(Azteo Marigold)

Titanium dioxide

Parmanently listed. EfF 12-4-63

Used in chicken feed to enhance yellow color of
chicken skins & 998, Ethoxyguin content not to
exceed 0.3%. Quantity used sufficient to
adequately supplement faoed with xanthophyli and
carotenes and ethoxyquin content of final feed
£ 130 pom, 73,295

Permanently listed, gef 3-28-45

Tuneric & Tumeric
Oleoresin

In foods - limit 1.9 by wt of finished [ood.
23.578

Permanently listed. Fif 3-28-b8

Use in foods consistont with (MP's,
& 73.515

73.600

Ultramarine Blug

| Permanencly Iisted. Erf 6-20-65

Vegetavle Julce

Limit ot 0.5% by wt of salt in coloring salc used
tor animal feed. 73,5¢

Permanently listed, FFf 3-28~nn

Use 1n toods consistent With GMP's,

B-Apo-4"CSrotenal

Permanenzly li1sted, ErF 10-29-G3

73.260
15 m3/1b of 30lig or SOMISOT L 3
of liguid food. 731.90

AlKkanct {Alkana)
Calciun carbonate
Carben black
Charcoal - Mp %1

1/ - Color additives may not Lo ug
oL wdded coler 15 autnorized by the standard.

A2 PUR 69972 Fubruary 4,1977.

od to color foods

Zﬁﬁ_E?UPW!ELSQHEEQAHEQUREEEiJ??FPEEXJ%EQLJHELEEwU¥EﬂE:¥¥£REUEP_EEL}§QL

Cochineal
Cudbear

Ferric chioride

Closing date extended.

for which standards of ldentity have been Pranulgated unless the use

Ferrous sulfate
Loawood , chips & extracg
Safflower { American saffon)

e —

(T 90-%

2-16-
[nsPECTION OPERATIONS MANUAL X



ESTARLISHMENT [NSPECTION Pase 7 EXHIBIT 530-C

e

CCLOR ADDITIVES STATUS LIST
Color Additives provisionally and permanently listed for DRUG hron the basis of pricr commercial

sala but which have not been nor are now subject te cettiFfication.

and synthetic
Chromiun-Cobal t-
Aluminum axide

*Provisional
Listing
Closing Restrictions or Tolerances &
Color Date Remar ks 21 CFR Sections
Aluminum Powder Permanently listed, E£E 8-30-77 CMP__73.1645
Annatlo Extract [Permanently listed. Eff 11-17-63 GMP -~ Tngested drugs only. 73.1030
- RIaning rmanently Tisted, €If T-1—67 GMP 73,1010
[—ITETGCh OXyChiorige” Permanently Listed. EFF I1ZI=77 GMP 73,1162
~DBronze Powder PermaneAtly TISted. FIE B=2I77 CMP 73,1648
—talcium carbonate PermanentTy Iisted, ELE 7-1-5H7 GME 73,1070
Canthaxanthin Pegmanently Listed. == [CRP~="Trgesteq drigs only. /3. 1075
Car amel ) enmanently Tisted, ELL 10-13-63 T 73,1083
ChlorophyITin ~ copper - iFatmanently listed, Eff 6-25-69 Use in dentriflces that are drugs,
complex Limit € 0.1%, 72.1125
~Cochinéal extract: Tmine - Permanently 11sEed. TRE 73071100
camine 6-18-67. Cochineal ext. - Perm.
\isted, 2-12-69
Beta~carotene, natural Permanently listed, &ff 5-4-64 GME 73,1099

folyethylene surgical suture use only, < 2% by
wt of suture material. Dyed suture shall conform
to USP. There is no migration of color additive

to_surrounding tissue. 73.1015
Chromium hydroxide Permanently listed. E£f 8-16-77 GMP 73,1326
qreen
{Chromium oxides greens Permanently Tisted, FLE B=10=77 T 1327
Copper , metallic powder Permanently Tisted, " BELf B—2-77 GMP 73, LOXT
Potassiyn sodium topper Petmanentily Tisted. ELf 6-20-69 To color dentifrices that are drugs, at a
chlorophyllin (¢hlore— level not to exceed 0.1%. 73,1125
Phvllin copper complex)
Dinydroxyacetons Parmanently listed, ££f J=30-73 Externally applied drugs Intended to IMPAatt a
, color to the human body, 73.1150
Ferric Ammonium Cltrate Permanently listed. E£f 7-16-73 Plain & chromic catgut suture use only. £ 3% by
wt of surgical suture material. Dyed suture shall
. conform to USP. No migration of color additive to
surrounding tissue. 73.1025
Ferric Aammonium ferro- Permanently listed. 2££ 8-30-77 GMe 73,1258
cyanide (Iron Blue)
Ferric Ferrocyanide (Permanently listed. BLL l2=21-78 GhMP  Externally applied drugs, including those
{Iran Blue) intended for use in area of eve, 73.1299
Guanine (Pearl essance) Permanently Tisted, EEE B—=24-17 CMp _ T3.1329
| Loqwood Permanently listed, EEf 1i-1-77 | Surgical suture use only. 74.14L0
Mica Permanently Tisted, £{L B~30-/1 G .
Pyrogallol Permanently Tisted, ELL 7-16=7/3 As a component of {ron pytogallol coior additive
. for surgigal suture use only. 73.1375
Pyrophyllite Permanently listed. Eff 5-28-66 Used invt;xiirnally applied drugs conslstent with
GMp, 73,1400
Synthetie iron oxide Parmanently listed. EEf 4-12-66 Use - ingested and topically applled drigs -
limit, ingested drugs < 5 mg elenental iron per
. day, 73,1200 - F ' .
Talg Permanently 1isted, EEf 7—1-67 CMP 73,1550 -
Titanium dioxide Permanently 1isted, EFf 3-26-66 GMP 13,1578
ZInc oxide Fermanently 1isted. EIT §-23-77 | 5@ 731551

The followirg colors, previously commonly used, are ng longer authorized for uses

Bone Black Coehineal
Charcoal NP %I Fustic -
Chlorophyll copper uUltramarine Blue
complex
[chiorophyllin}
(N 90-5) InsPECTION OPERATIONS MANUAL 2-16-30
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ESTARLISHIEYT [NSPFCTom

COLOR ADDITIVE STATUS LIST

Color additives provisionally and permanently 1{sted for COSMETIC use on the basis of prior
commercial sale but which have not been mor are now subject to certification.

-~
“e

Provisional
Listing
Closing Restrictions or Tolerances &
Color Date Remar ks 21 CFR Sections
Aluminum Powder Permanently listed. BEf 8-30-77 GMP_ 73,1/45; 73,2645
ANNated Permanently 11abed, EC? d-taw77 G T3 T030
disnucth Citrate Permanently 1isted. GEL 10-31-78 TOr Coametlics Lnkended to CoLor
hair on scalp only. 73,2110: Not for eyelashes
or evebirows or other bodv hair.
cismuth ToxvCRIor ide Permanently Ilsted. FEf 1loiw77 G TIINEE; 73,2162
Lronte powier Foarnanent,y [[&ted. Tir TooT iy EERR LS i
caramel Pamanent]y Tisted, it S--3-31 one s
Carmine Permanent]v 11sted. TLf r—oe<ry SNana TTLLT
bBeta-cargtene Pernanently Listed, SR S—co7" SMP T 3UT008
Chromlum hydroxide Permanently listed. EEf B-16-77 GMPE  73.T132Rr 73,2326
areen i
Chromlun oxide greens Permanently listed. Eff 8-16-77 GMP 73.1327; 73.2327
Copper, metalllc powder Permanently Tisted. EEE S—2—77 GRP  —TTUTeIT
Uihydtoxyacetane Permanently listed, ELE 9usB=73 Externally applied cosmetics intended to lmpart a
coler to the human body., GMP  73.2150; 81.1
Disodiun EDTA - Copper Permanently listed. Eff 7-8-74 Cosmetic shampoos, GMP 3. 2120
“Ferric ammonium Ferro— Fermanently Tisted, ELL B-30-77 GMP /3.1298; . 2298
<yanide {iron blue)
Ferric ferrofyanide Permanently listed, EEf 13-22-78 GMP  Externally applied cosmetics including use
(Iron Blue) in area of eye. 73.2299
Suanine [Pearl assence) Parmanently Tisted, EFL 8-53~77 GME 3. 1325; 73,2329
Gualazulene (Azulene) Petmanently listed, ELE L-ami7 GMP__ External uge only, 3. 2180
Henna Permanently Listed, Eft S~14-b5 Do mot use In Che atea OF the éye BF on ouf orf
abraded scalp. For colering hair only. Not for
gvelashes or evebrows. 73,2190
lron oxides Permanently listed, EIf 1-3-77 Coloring commelics generally Includirg the atea
of the eve., 73,2250
Lead Acetate (Hair dye) Permanently ITsted, Eff le~l-GG For use as a color companent of helr Gye. Lo NoC
; use on eyt or abraded scalp, 73,2308%
Marganese Violet Permanently listed, Eff 12-5-76 Coloring cosmetics generally Intluding area Of
ave,  73.2778
Mica . Permanently listed, Eff §-30-7- GMp T3, 1496 73,2496
Fotassium sodium coppe |Permanently 1isted. EEL 6-25-09 T color dentifrices that are commetics. Not to
chlorophyllin (chloro— be used in excess of D.1%. May be used only in
phyliin copper complex) combination with the substances listeed in 21 CFR
73. 2125
pyrophyllite Permanently listed.' Eff 5~28-85 GMP  Externally applied cosmetics. 72,2400
1lver Pettanent]ly 1isted, EFf 1o-17-18 Jof oreater then 1% In fingerpail molisn. 73.2500
Titanium dioxide Permanently listed. Eff 6-3-73 General cosmetic use, GMP including use in the
area of the eve, 73,2870
Ultramarine, Blue, Green, Permanently listed. Eff 12-5-74 External use only, including in the areaz of the
Pink, Red & Viojet ave, 73,2725
Zing oxide Permanently listed, ELEE S8~z3-77 GMP 73.1081; 73,2991

Alloxan
| Bone Black

Carminic Acid

Chlorophyll Copper Complex
& Chlorophyllin Copper
Compl ex

Carbon Black (Channel Process)

Cechineal Logwood (Gluewood, Campeche Sienna
Fuller's Earth wood) Umber

Gloss White 1-Methyl-7-diethylamino- Vermiculite
Graphite counarin {MDAC) 2irconium oxide

Kigselguhr {Diatomite)
Lapis Lazuli (Lagzurite)

Lithopone

Crelzaltous Aluminate (Cobalt Blue)

* v“arning Statement must be included on labe
* Cautiohary statement must be included on label of cosmetic containing lead acetate,

* 42 F.R, 6992 February 4, 1977, Closing date exterded.

The following colors, previously commonly used, are no longer authorized for use:

B-Methyl unbeliifercne
Potassiun Ferrocyanide

1 of the color additive.

Zirconium silicate

e
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COLOR ADDITIVES STATUS T,
.

Color Additives pemmanently listed Faor u;e in
MEDICAL DEVICES
DAL DEVICES

dihydro-Sneth yl=Z-phenyl-34
Pyraml-3-cne

Restrictions or tolerances g
LColor ﬁ Remarks 21 CFR Sections.
r CGarbamle viclet Fermanently listed 10-21-58 For use in contact lenses 73.3107
Ciromium’ Cobalt Aluninam Pemanently Iisted 10-21-00 For use In contact lenses 71,3104
oxides
Jditaniun ox ide Jreens Permanently Iisted, FFF. 3-U-dp For use In contact lenses, GMP 73,3111
16,23-D)h\,d:odmapth01{2,3,- Pemanently [1sted. =0F 3-9-53 ®0r use In contact lenses. OMD 73.3117
a:2',3'-1}napth{2*,3':6, 7}
ir'x:iolo[2,3—c]cax:ba-zole—5,10,
15,17, 22, 24-hexane
N,N'-(9,L0—Dihydro—9,10— Permanently lijsted. Eff 8=9-83 for use in contact lenses. GMP 73,3118
dioxec-1,5-anthracenedi vl)
bisbenzamide
7,16—Dic:hloro-6,15—dihydr0- Patrmanently listed. #ff 8-9-83 For use in contact lanses, QMP 73,3119
5:9,14,18-anthrazinetetrone
L6, 17-Dimethoxyd inaptho Fermanently 11sted. Ef£8-9-83 For use in contact lenses. GMP 73,3120
(1,2,3-a1:3",2' 1% 1m}
perylene-5,10-dione
-‘.—[(2,4-dunethylphenyl)azG]-2,4, Permanently Iisted. £ff, 5-5-86 For use in contact lenses, P 73,3122

D&C Blue #6 Permanently listed. F£f 1-13-738 Surgical sutures, 74,1106
Mwended 8-27-84 *
D&C Blue g9 Permanently listed, Eff 5473 Cotton & silk surgicat suture use only. 74.1100

D&C Green #6

Pemanently listed. Sutures.
Eff 10-27-86

carbonate}

pemanently listed, Eff 4-29-83 | For use in

For coloring pol

< L.5.P. Size 8-0),
0.1% and 0,
material. 74,1206
For colering poly(

weight of the contact leng

vethylene terphthalate or
polylycolic acid sutures (> U.5.P. 8ize B0 and
Color not to exceed 0.75% or
5% respectively by wt. of suture

glycolic acid-co—trime
sutures. Color mot to exceed 0.21% by
wt. of suture material, 74.3206
contact lenses, Limit ¢ 0.03% by
material. 74,3208

thylene

2-({2,5-Diethoxy—4-{ {4~
methyl phenyl) Thio) Phenyl } azg}
~1, 3,5~Benzenetriol

Pamahently Listed, aff 6-20-33

Por use In making soft (h
lenses with the letter

purposes. Limit< 1,1x10”
and no measurable migrati
to ooular tissue. 73,3115

wlrophilic) contact
Of L for identification

thiophen~3- [ H]~one

S=Ethoxy-2— [6=ethoxy-2-oxoben zo
[b] thien-2.[3H]~yl idene] bensa[b)

Pemanently listed, Eff, 5-6-86 For use in

contackt lenses, aqp 73.3123

{Phthalocyaninato(z-) } copper

“foutester nonabsorbable sutures,

Permaniently listed for sutures,

Eff. 4-25-A5

Permanently listed for contact
lenses. EEE 9-2.83. :
femanently listed for haptics,
REf, §-2-~87.

For use in

For coloring Pelypropylena sutures. blor not

+5% by wt . of suture, Dyed suture to

J EEf 6-22-59, to exceed 0
conform to
Pemanently listed for poly- 74.3045

usad as sUpper ting
lenses. (olor rok
suture of haptic Mmaterial, 74,3045,

U.S.P.

or colering contact lenses. aMp 74. 1045

polwethylmethacrylate monofilment
haptics for intraccul ar
to exceed 0, 5% by wt. of the

{hlorophyll In-copper canploex

Pemanently listod., ECF 1-23-14

73,3110

o coloring pol
Limit < 0.003% b

¥rethyl-methacrylate bone cament: ,
Y weight of the bone <cament,

* 49 F.R. 29455, July 25, 1934,

(N 90-3
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=SLOR ADDITIVES STATUS 10ST
Coler Additives mernanently tlsted for use an

MEITCAL

l fromargs

Pestrictions or tolerances
21 P Secnions,

Iron oxides

[rhrmanently listed., Fff, #-9.84

For use in contact lenses, G4P 73,3123

Hthacodyaniine qrooen

eraanentiy L15taal, Ell. Samann

tor use In contast lenses, GMP 73,3124

My (I rGR e Ryl methic oyl Aoy
~lye copolymers; The color
wditives are toomed by reacting
ene or more reactive dyes with
mtyhwlroxyethyl methacryl ate) .
e dwes, which may be used
tLane ot in canbiination, are:

FRactive Mlue 21,

fractive Alack 5,

Peactive Yellow 13, and

Reacrive (range 78

Fractive Rlue 19

Reactive Rlue 4

C.1. Reactive Red 1)

C.1. Reactive Yellow 86

Col. Reactive Blue 163

Pormanantly [ IstY, fob 2ohoed

Permanently listed, Eff 4-9-35,

Permanently listed, Eff 9-19-3%

Permanently listed, Eff 13-3-85
“ “ u

" " "

¥or use in contact Lenses. G9P. uring mfy.
lenses are thorougnly wasned to remove unbourd
reactive dyes. 73.3121

7.2l
73,3121
73.3121

"

Titaniun dioxide

Pemanently listed, Bf€, 8.3.3%

For use in contact lenses, P 73.3126

Z.l. vat Crange 1

Permanently listed for (bntact
Lenses. Eff §-17-85

for coloring contact .enses. G4p
73,3112

i:d,bis| (Zﬂethylphenyl)
aminol-9,10 anthracenedione

Permanently Listed. Eff 8-28-84

Yor use in contact lanses, Mp 73.310%

D&C Violet Mo, 2

termanently listed for sutures.
fefe. 10-24-30

Permanently 1isted For vontact
lensas. Eff, 6-29.87.

For coloring glyeoliclatie azid molester

or polylioxanone sutures. Jolor not to exceed
0.2% or 0.3% respectively Dy wr, 0f sutura
Taterzal. 74,1602,

Bor use in contact lenses. GMP T4, 3602,

26C Yellow No, 10

Permanently listad, B€f, 4-3-37.

or use 1n contact leanses, QMP

(L aED

U3, Usvernment fronting QOgyee
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