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 ADDITIVE STATUS LIST
=== VE STATUS LIST

Preface

';‘hxs Status list jg 4 measurel to prpvic_:]e Current information concerning color additives, ang will enable
1r}vestzga#o:s and others Needing this infomation to detemine the statys and limitations of most colors
likely to'be encountered in 4 Food, drug, devicé, Or cosmatic establistment.

In order to maintain cencise form, thig list is py fecessity limited in many respects involving
certification, fegulations, labeling, ete. For specific details concerning these matters, please refer
to the sogu:ce documents"-, Code of Federa] Regulationg {CFR, Title 21, Parts 70 to 82) and to the Federal
Food, Drug, and Cosmetic Act, as amended, Sectjions 601l¢e), 602(e), 706, and as it 2ertains to Sections

LAKES: 21!CFR 81.] a,b,& ¢ refers to "Lakes (FD&CY ™, "Lakes (D&C) ™ and “Lakes { Ext. DsC}". This also
refers to 21 cPr 82.51, 81.1051, and 82.2051. These are the sections in the color regulations referring
to “Lakes"”, Sectiong 82.s51, 82,1051, apnd 82.2051 bPertain to Fpac Lakes, D&C Lakes and Ext. DsC Lakes
respectively,

Since some of you may not be familjar with "Lakes", the following SUMmAry may be helpful:
TWO procedures may be followed in naming lakes:

1. a Previously certified batch of Fpsc color, for example FDAC Yellow Nog. 5. may be used to start

off with; the aluminum or calciim salt of this color Fay be made and then Precipitated on 5 sub—
strate of alumipum hydroxide. The resultant "Lake" must be certified. In this instance the lake
would be named "FDSC Yellow Noe. 5 Aluminum Lake" and may be used to color foods, drugs or cosmetics.,

2. An uncertified batch of FD&C color, for example FDEC Yellow No, 5, may be used to start off with
and the 1ake is made in the same manner as above. The resul tant lake must be certified. In this case
the name of the lake ig "DEC Yellow No. 5 Aluminum Lake" ang may be used only te color dtugs & cos-
metics. The difference between 1 and 2 is that the first procedure started with a previously cert-
ified eolor, while the Second procedure started with an uncertified color,

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

NOTE: You are cautioned that this Exhibit
is condensed ang should be uysed for
screening  and guidance only. When you en-
counter situations involving possible vio~
lations of goler additive regulations
check the latest hagic document  as indj~
cated in the second baragraph of this pre-
face.Be certain of the camplete status and
réport the facts. Tt ig the District re—
sponsibility to  instigate apPpropr iate
action, not Yours. Do not advise fims to
destroy stocks of pPossible suspect mer—
chandizse or institute recalls without
District clearance,

———— e

(N 90-3) INSPECTION UrPERATIONS MANUAL
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ESTARLISIMENT INSPECTIOM

(None of these colorsg may

Provisional Listin
Color

COLER ADDITIVE STATUS LIST

Color Adqitives previously and presently subject to Certification ard provisionally
listed for FOOD, BRUG, & COSMETIC Use, and those Permanently listed,

be used In products which are intended to be used in the area of the eye).

Drugs, €ff, 7-1-69:
Permanently listed for externally

Eff, 10-7-85

applied drugs & cosmetics, generally

Closing Datex
For Food For Drug Remarks Restrictions or Tolerances g 21 CFR
use, Cosmetic use. Section 1/

FD&C Blue #1 Permanently listed for food, drug, GMP 74.101, T4.1101, 74.2101. 82,101
and cosmetic use, eff. 10-29-82

FDLC Blue §2 Permanently listed - sutures For colering nylon surgical sutures the
eff. 4-14-71 dye must not exceed 1% by wt of the

suture and the dye does not migrate to
the surrounding tissue,

Permanently listed for food GMP 74.102; 74.1102; 82.102
and ingested drug use.
Eff 7-31-37

FDLC Green §3 Permanently 1istad tor Iood, arug, None 43037 79.12037 11.2203; &5.20%;
and cosmetic use eff, 12-16-82

FD&C Red #3 Permanent[y listed, Food & Ingested |GMP  73.303; 74,1303
Drugs, eff. 7-7-69: i

FDEC Red #4 Cert. cancelled eff. 9-23-76, eXcept |For use only in extermally agplied Drugs
for use in ext. drugs & cosmetics. & Cosmetics. 74.1304; 74.2304; 82.304:

vD&C Red ¥40 Permanently Tisted for food, «drug, @GP 74.340; 74.1340; 74.2340:

' & cosmetic use. Reg eff. 6-9-71 &

2=21-75 .

FD&C Yellow #5 b Permanently listed, Food & Ingested |GMP 74.705: 74.1705; 74.2705;

82.705

FDAC Yellow #6

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

GMP 74.706; 74.1706;: 74.2706; 82.706;
Labeling requirement *+**

FO Lakas May De prepared from aty of the above] Neme BIT1T §2.%0
(See Preface of certified FD&C colors. Except ¢
this exhibit) FD&C Red #3.

Citrus Red #2

Permanently listed. Bff., 7-21-63

For use only in colering of mature
oranges. Limit.of 2 ppm calculated on
basis of whole fruit weight. 74.302

Orange B

Permanently {isted. EEf. 3-5-66

Used in coloring surfaces & casings of
frankfurters or Sausages. Limit < 150
pem by wt. of finished product. 74,250

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

FD&C Green #1
FD&C Green §2
FD&C Red "#1
FD&C Red #2
FD&C Req #3

FD&C Red #4

**  For Lakes only.

fhd

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

(Removed from Ylist.on 2-13-76)

(Lakes removed from list for all uses on 2/1/00.

Straight color for cosmetic and esternal drug use 2/1/90,)
{Removed from list for ingested usas on 9-23-76)

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

i 3% F.R, 42096 Nov, 3, 1987, Clesing Date Extended

rds of identity have been Promilaated unless the use

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

(TN 90-%)
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ESTABLISHMENT [MSPECTION Pase 3
.,

COLOR ADDITIVES STA LIST
PRt

ExHinty 539-C

Color *Provisional Remarks Restrictions or Tolerances
Listing & 21 CFR Section.
Closing
Date
D&C Blue #4 Permanently 1isted, Eff. 1-3-77 External use only. 74.1104; 74.2104; B2,1104
LaTUTEeEn ¥5 emmanently Tisted, Eff, T-7-52 None 7H.T20%; 74.2205: 82.1208
reen jo ermanent]y I1sted, ECT, 3-4-87 For colaring external Iy appTTeq drugs and
cosmetics. 74,1206; 74.2206; 82.1206:
D&C Green §8 Permanently |lsted. EEf. 1 5230-74 =xternal use only. 74.1208; 74.2208

DeC Ocange k2 Permanentlg iisted, EFZ. 1-1-77 External use only, 74 TX8x, NEIW LY PR I T |
D&C Orange #5 Permanently listed for lipsticks, 74.1255, 74,3355, gz.108¢
lip coametics, mauthwashes, and

dentifrices. Eff. 12-3-82 Lipsticks and Lip Cosmetics: Composition
restricted to 5% by welght of

Finished comnetic

product,
Pemmanently listed for externally |«
applied drugas and cosmetics, Prugs: In externally applied drugs in amounts not
EBfE. 5-7-84 exceeding 5 mg. par daily dose of drug.

Ingested Use: In drug and cosmetic mouthwaghes

ard dentrifices, GMP

Cosmetigs: In externally applied cosmetics, qup

D&C Red #6

Pemanently Listeq ELf.1-J883 74,1308, 74.2306, 82.1306
. - Drugs: Combined total of pec Red No.6 & DC Red
No. 7 not to exceed 5 Mg. per daily dose of drug |

Cosnetics: General Use. ovp
D&C Bed 87 Perianently Listed TIr 1-J5=83 fa LT T Ty

Drugs: Combined total of D&C Red No.6 & DeC Red
No, 7 not to exceed 5 mg, per daily dose of drug

Lo M
D&C Brown 41 Petmanently listed, Eff, 12-27-~16 For coloring externally appl ied wommetics, aMp
N T4.2151
* Ingested drugs use delisted - 11-30-82
K
- 2-1690
(TN 90-3)
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ESTARLISHMEwT INSBECT TN

i

Color Additives previously and Presently subject to certification ard provisionally listed
e, and those permanently listed. (Cont'dh
LwIts which ate intended to be used

for DRUG and COSMETIC us
(None of these colors may be usad’in prod

*Provisional)

(OLOR ADDITIVES STATUS LIST

in the area of tho eye}

{See Preface of this

Listing
Closing Restrictions or Tulerances & 21 CFR
Color Date Remarks Section
D&C Red 421 Permanently listed, Eff. 1-3-33 None:; 74.1321; 74.2321; 32.137] 1
NG Hed 077 Patmanently [lsted, Frf. 1-3-83 Nome: 74.1302; 73.2323: R2.1390
Pal Reed a7 - Permanent Iy Tisted, Eff. 10-29-82 |None: 74.1327: 74.2322; 82,1327
p il Red 425 Permanently |isted. Eff, 10-99 52 None:  74.1323; 74.2328; B2.1338
Dac k] 330 Permanent v Tigted. BfT. B-25-R7 None: 74,1330 Ti.5330:
DaC Rl 433 Tolerances sot for Drugs: Daily ingestion Limited ta .95 mg pure
internal use drugs, dve Or a canbination of dyes approved for this
dentifrices, mout? washes, etc., use, Rl.I; 81.25;
Bemanenitly 17stad T0-78-03
DEC Red 36 Tolerances sat for Druzs: Daily ingeszion | inited to 1.7 ma pure dye
internal use drugs, dentifrices, oL 2 canbination of dyes approved for this use.
mouth washes, atc. 574.1336
Peymanentl v Tisted 17-77-88
BaC Yollow k7 Pemanently 1isted, Eff 1z-30-7g ** For external use only: 74.1707; 74,2707;
82,1707
D&l Yellow ¥10 Permanently listed. EEF 9=30-83; Nohe; 74,1710, 74,2710, B2,1710
W% 40y
CaC Lakes My be prepared [fom any OF the Bl.1l; §2.1051

legal FID&C or as permitted for

Fxhibit)y D&C colors.
The following colors, previpusiv commonl ¥ usad, are no lomer authorized for use:
N&C Rlack #3 DaC Orange #15 D&C Red 413
DsC Elue #6 {Druwgs & Cosmetics) DaC Cramge 416 D&C Red #14
D&C Blue #7 D&C Orange #17 D&C Red #18 .
DEC Grean 47 D&C Red #5 0%C Red #19
D&C Crarge §3 D&l Red #8 DsC Red 224
D&C Oramge g8 D&C Red #9 D&C Red #29
DiC Orange 414 DEC Red #10 D&C Red #35

N&C Red #11 DSC Rad 437
DsC Red #12 D&C Red #38
- 50 F.R. 4642, Feb, 1, lo9gs, Closing date exterdad.
" Sae 21 CFR 81.25 {BExternal DiC use unlimited.}
b 49 F,R. 8429, (Restrictions Removed .)

(T 0-5
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Pace 5

Extsiy 530~

e -

Color Aadditives previously a

COLOR ADDITIVES STATOS [,
pPresently subject to cerrification and provisionally

listed for use in EXTERNALLY APPLIED LRUGS & COSMETICS.
(None of these colors may be used in prodasts which are intendeg to be used Tin the area of the eye)

*Provisional
Listing
Closing

Color Date

Remarks

Sestrictions or T™larances & 21 CFR
Sections,

DEC R 477

xrernal use only, 74.1317; 74,2317; 32,1317

DL Poad 231

Permanently listed, Bff 12-20-75

so=i"=0h

| 2ctarnal use onlv, Ad. L340 74.23317 Bz.L350

Dal Ted 23

Petnanently | lsteg . oo 2
Pormanently TTstad, PFF 13od7-70

rarnal Sa ontew, LR E R MRS T ) PO, 82,137

D&C Red #39

Pemmanently [isted. EFf 0-J—gf
Delisted for other uses,

restricted to use (< 0.1% by wt of the finished
drumg product) in externally appl ied Gquaternary
aranium qernicidal golutions., 74,1339

SC Yioler 42

Feonanently 1istan, SfF Tiaogorv

Meernal ase only. 4.1602; 74.7603; 32 1p0or

Ext, 4C violet 82

Permanently 11sted. BFf 12-37-72

for coloring externally applied cosmeticsg,
74,2602a

D0 Green €h

Pemanently |lsted, EEf. S~3-R2

MB. T3 12087 74 2706; R2.1208;

SXETURT Rl low 37

Permanently I lsted, arr 12-27-74

toner  74.170%a: 74.2707a; 82,2707a

sl Yellow 4R

Pemanently 1sted, BIf 152002

** Ot X Letral use onlys: 74087 J4 T8
32,1708

35C Yellow #1]

Pemanentlv 1isted. FEE 12-20-75

Srernal use onivy, 74.1711; 74.E910

DEC Ovange = 10

Fermanently | lsted, ore. $-23-4T

4. VR0 LT, 22, 1260 = Txtetnal IBE Ny

D¥C Orange & 1]

Pernanently | isted, Zr7. ERTErC

31250, G a2aT, 32,1281 < Txternal Use Cnly

Ext. D&C Iakes
(See Preface of this
Exhibit)

My be prepazed Tfran any of tha
above legal Ext. DsC colors,

tone: 31,1 37, 2081

Te following colors, previously conmonly used

» are no longer authorized for usa:

Ext D& Blue #]
Xt D&C Blue #4
EXt DEC Green ¥l
Xt D&C Orange #1
EXt D&C Orange #3

Ext DEC Red #1
Ext DSC Red #2
EXt DeC Rad 43
Fxt DaC Red #a

Ext D&C Red #10

Ext DAC Red 811
Ext DiC Red 413
Ext D&C Red #14
Ext D&C Ped #15

Ext NDAC Yellow 31

Bxt D&C Cramge #4

* 50 F.R. 4841, reb, 1, 1985. Clesing mate mxtended.

bl 48 F.R. 5262, Feb, 4, 1983,
*e* a8 F.R, 13976, Poril 1, 1983,

Ext D&C Yellow #3
Bt D&C Yellow s
Et 0sC Yellow 46
=Xt DeC Yellow sg
=t 2l Yellow #19

(N 30-3)
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ExniprT 520~

Pase 6

*Provisional

Listing

Closing Restrictions or tolerances & 21 cFp
Calor Date Remarks Section 1/

Algae Meal, dried

Permanently listed, pff 7-31-61

To ba used in chicken Feed to

enhance color of chicken skin s

€9 yolks. No Cert. required

Used in chicken feed to enhance the yellow color
of chicken skin & €gg. Ethoxytuin content not to
=xceed 0,3%. Quantity used sufficient to adequa-
tely supplement feed with xanthophyll & carctenes
& the ethoxyquin {preservative) content £ 150 pmm
in £inal Feed, 73,275

cammine

Annatto extract Permanently listed. Eff 9-19-53 GMP 73,30
Sertification not required.
Beet julce Petmanently I1sted [veg. juice} . GMP 73,760
Eff 3-289-6¢
Beet Powder Permanently 1isted. Eff 6-19=67 GMP 73,40
‘ (Dehydrated beets)
Canthaxanthin Permanently listed. ELf 3-9-5§ The quantity of canthaxanthin does Hor exceed 30
m3/1b of solid or sanisolid food or per pint of
liguid food. 73,75
Permanently listed. gpff 12-20-85 May besafely used in broiler 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 te supplement other known sources of xantho. .
phyll and associated carotenoids to accomplish
the intended effect,
Caramel Permanently listed. Eff B-24=g3 73,85
A Cartification not required.
L_Bets caratens Permanentiv Tisted. Eff J-11osd &P 73.85
Sarrot il Pemanently Iisted. LIf 0-25-a GMP 73.300
Cochineal extract Camine - Permmanently Lisced GP 73,100

6-1B-67; Cochineal Extract -
Penranently listed 2-12-g59
Sertification not required.

Corn Endosperm 011

Permanently [i&ted. £ff 5-29-67

Used in chicken feed to enhance yellow Color GOF
chicken skin & €qgs. 73,315

Toasted partially defatted
ttonseed flour

Permanently listeq. EEf 4-6-64

Cerrification not required.

GP  73.140

Ferrous Gluconata

Permanently ljisted. Ffe 5=18-67

Golor rioe olives oniv. GMP - 73.160

Fruit juice

Petmanentiy listed. Eff 3-08-66

Use in_foeds consistent with QMP's.  73.250

Grape Color Extract

Permanently listed. Eif 10-30-31

Used to color nonbeverage food, except that 1t
may not be used to coler foods for which

the Standard. 73. 169;

Grape Skin Extract
{enocianina)

Pemanently listed. Eff 8-21-6§

5till & carbonateq drinks & ades, beverage bases )
§ alcoholic beverages - used in accotance with
Parts 4 & 5 of Title 27 CFR. 73,170 .

Synthatic {ron Oxide

Permanently listed, Eff 9-9-£8

Paprika & paprika

For cat & dog foog only. Color is not ©o axceed
0.25% by wt of finished Food. 73,200

Permanently listed. Eff 3-289-%6

Use in foods consistent with GMPTS. 73.390;
73.345

| Riboflavin

P /3,950

Saffron

Permanently listed, REE H-21-67
Permanently listed. Bfr 3=28-65

Tagetes Meal & Extract
(Aztee Marigold}

Titanium dioxide

Use in foods consistent with S. .

| Pexmanently listed, Eff 12-4-63

Used in chicken feed to enhance yellow color of
chicken skins & eggs. Ethoxyquin content not to
exceed 0,3%. Quantity used sufficient to
adequately supplement feed with xanthophyll and
carotenes and ethoxyquin content of final feed
£ 150 prm, 73.295

Permanently listed, pef 1-28-4

Tumeric & Tumeric
Oleoresin

In foods - limit 1.0% by wt ef finished [ood.
73,578

Permanently listed. Fif 3-28-68

Use in foods consistent with GMP's, 73.600
& 73.515

dltramaring Blle

Permanently iisted. CLF 6-20-65

¥eyetavle Juice

Limit of 0.5% by wt of salt in coloring sale used
tor animal feed. 73,50

Permanently listed, FFf J-28nn

B-Apo-u -Carotenal

Permanenzly listed, Erf 10-29-63

Use 1n towxds consistent With (MBS, 73.260

15 mq/Ib of solig or somisalid T T -~

of liguid food. 73.90

Alkanet {Alkana)
Calciur carponate
Carben bLlack
Charcoal - Mp X1

1/ ~ tolor additives may not e us
oL wdded coloer 15 aatnor:zed by the standaed.

T A2 FOR. f997 Fobruary 4,1977.

The _f,“.l_lP:i"_'EmE".l_‘lr_SJJlfP_"_i_°£5_1)’_ Lomonty

od to color foods for which stand

Cochineal
Cwibear
Ferrie chloride

Closi date extended.
L)

used, are no l_o_nie‘r_qu;tho_r__l’zed_ for use:

ards of identity have baen Promilgated unlesg the use

Ferrous sulfate
Loawood, chips & vxtract
Safflower { American salfon)

.

(T 933

2-1p-
INsPECTION OreraTioNns Manuat X



~

ESTABLISHMENT [NSPECT]ON

face 7

Exnisit 530-r

P i

Color Additijves provisionally ard

sale but which have

COLOR ADDITIVES STATUS LIST

Permanently listed for DR
not been nor are now subj

.fw.ON the basis of prior commercial

ect te certification.

*Provisional
Listing [
Closing Restrictions or Telerances &
Color Date Remar ks 21 CFR Secticns
Aluminum Powder Permanently listed, gff 8-30-77 GMP___ 73.1645
Annatto Extract Permanently listed, EFf 11-17-63 GMP - Trgested drugs only, 73,1030
Altming PermanentTy Tisted, EIF 7-1-g7 SMP 73,1010
1 5n0th oxychloride Pérmanently T1sted. Ert I1-T0T aMP 73,1162
Bronze Powder Permanently Ti5ted. EFE T=I=77 [P 7T, 164G
Cal€lum carbonake Permanently TTSt&d. EEf 7-1-57 GMP 73,1070
Canthaxanthin Pefmanently Tisted, =J= ~ ingested drugs only. TITIO7S
Carame] Ermanen 1 T E =13= Ly o 7371085
ChlorophyITin = copper — jPermanently listed. EFF 6-25-69 Use In dentriflces that ars drugs,
complex Limit < 0.1%. 73.1125
CoGhin@al extract: Carmine = Permanently [T5Eed: TTIITITUN
carmine 6-18-67. Cochineal ext, - Perm,
listed, 2-12.69
Beta~carctene, natural Permanently Iisted, BEf 5=4-64 GMP 73,1095
and synthetic
Chromium-Cobal tw ——— Polyethylene surgical suture use only, < 2% by
Aluminum oxide wt af Suture material. Dyed suture shall conform
to USP. There is no migration of color additive
Lo_surrounding tissue, 73.1015
Chromiun hydroxide Permanently listed. Eff 8-16-77 GMP 73,1328
green )
iun oxides greens Permanently Tisted, EFE B=T5=TT SMPE T ITTI27
copper, metallic powder |Permanently Tisted. ELf 8-2-77 GHME 73. 1687
Potassium sodium coppar Permanently Iisted. EfF 6-25-5G To color dentifrices that are drugs, at a
chlorophyllin (Chlore— level not to exceed 0.13., 73.1125
Pyllin copper complex)
Dihydroxyacetona Permanently listed, Eff 4=30-73 Externally applied drugs intended to impart a
. color to the human body, 73,1150
Ferric Ammonium Cltrate Permanently [Isted, Eif 7-16-73 Plain & chromic catgut Suture use only. < 3% by
wt of surgical suture material. Oyed sutUre shall
. conform to USP.. No migration of celor additive to
surrounding tissue. 73.1025
Ferric Amonium ferro- Permanently llsted, GEEF 8~30-77 GMp 73,1293
¢yanide (Iron Blue)
Ferric Ferfocyanide |Permanently T{ited. Eff 12-31-73 GMP "Externally appiled drugs, including those
{Iron Blue) Intended for use in area of aye, 73,1299
Guanine {Pearl essencer Permanently Tisted, EfE B-33-77 CHp 13,1329
Loqwood Permanently Tisted, Eff Li=lo7T | Surgical suture gse only, 74,1410
Mica Permanently™ 1Tsted, Eff B-30=77T P VI, 1458
Pyrogallal Permanently T{sted. Ert 7=16=73 AS a compenent of Lron Pyrogallol color additive
for surgical suture use only, 73.1375
Pyrophyllite Permanently listed. Eff S-28-6¢ Used in_’r;xternally applied drugs consistent with
GMP. J3.1400
Smthetic iron oxide Parmanently listed. FEF 4-12-56 Use - irgested ang topically applied drugs -
limit, ingested drugs < § Mg elemental iron.per
. day., 73,1200 - o -
alc Permanently 1isted, EFF 7-1-57 GMB 73,1550
Titanium dioxide Permanently 1{sted. Eff 3-38-G§ GMP 73,1575
Zinc oxide Fermanent 1y Tsead, =23= 7315951

The following colors, previously commonly used,

are ne longer authorized for Use:

Coehineal
Fustic-
Ultramarine Blue

Bone Black

Charcoal NF XI

Chlorophyll copper
complex
fchloraphyllin}

(TN 90-3)
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Pase 8

ESTARLISHMENT INSPECT M

Color Additives provisionally

-,

COLOR ADDITIVE STATUS LIST

and pemanently I{sted for COSMETIC
commercial sale but which have not been nor are now subject to certification,

N

use on the basis of prior

Provisional
Listing
’ Closing Restrictions or Tolerances &
Calor Date Remarks 21 CFR Sections
Aluminum Powder Permanently listed, Eff 8-20-77 GMP_ 73.1545; 73.3645
Annates Pemanently 115ted, EEZ 3=Ta-T7 GMP TR0
dlsmuth Citrate Permanently listed. £rF 13=-31-78 er cosmelics InCEnded Lo Color
hair on scalp only. 73.2110: Mot for eyelashes
or evebrows or other bodv hair. -
Lignuth oxvCRIorids Permanently Tisted, £:7 11-1-77F oD T 1162, 7300162
SIONTU xSwWIer PermdnentlV [18ted. TrT T == e EEps
caramel Pelmanently Listed, TFr T=Tg=37 RCTNE st
Larmine Permanently Tisted. EFf roio=TT None ST l.u
teta-cargtene Parnanently Llsted. Ef7 Soi079 P 3. o085
Chromlim hyGroxide Permanently 1Tsted, BEf G-1a=77 GHP 731324y 73,3398
areen
caromlum oxide gresns Permanently listed. Eff 8-16-77 CMP  73.1327; 73.2327
Copper, metalllc powder Permanently Tisted. EIT S-7=77 GHP T3.2047
Dihylrorydcetone Permanently listed, BLT 9-30-73 Externally applied cosmetics Infended ‘to impart a
color to the human body., GMp 73.2150; 81,1
Disodiun EDTA - Copper Permanently listed. Eff 7-0-74 Cosmetic shampoos, GMP 1. 2120
Ferric ammonium ferros Permanently Tisted, ELf B-30-77 GMP /3. 1298 73.2398
cyanide {Iron blue)
Ferric ferrotyanide Petmanently Iisted, EEf 15-22-78 GMP  Externally applied cosmetics including use
{Irton Blue) in_area of eye, 73.2299
Luaning TPearl assance) Permanently Tisted, EEf B=33=77 GMP 3.1325; 77300378
Gualazulene (Azulene) Bermanently Tisted, ELF Iei—t7 GMP “Exteérnal Use only. IZTE0
Henna Permanently listed, £ff B-14-85 Do "Pot 1S3 1h the ares oF the eye 6r onh cUf or
abraded scalp. For coloring hair only, Mot for
evelashes or evebrows. 73.2190
lron oxides Permanently 1ISted. ECE 1=i—75 Coloring coametics denerally Including the area
of the eve. 73,2250
Lead Acetate (Hair dye) Parmanently Iisted, EEf 12-1-3C For USe as a color component of Falt aye, o not
use on cut or abraded scalp. 73,2304+
Manganese Violet Permanently listed, Eff 1o-8-7g Coloring cosmetics genarally incluiing ared of
ayva. 73.277%
Mica Permanently listed. Eff S—30-0- e "3,148%: 73,2406
Potassium sodiGm copper Permanently listed, EEf G-25-59 To colar dentifrices that are cosmetics, Not to
chlorephyllin (chloro- be used In excess of 0.1%. May be used only in
phyllin copper complex) combination with the substances listeed in 21 CFR
. 73.3125
Pyrophyllite Permanently Listed.® EFE 5~28-~64 GMP  Externally applied commetics. T2.2400
izt £V QT Peinanenfly Tisted, €T INcEa ey Jot Qreater than % In finwernatl Dolisn, 73,2800
Titanium dioxide Permanently listed, Eff B-3-73 General cosmetic use, GMp including use in the
area of the eve, 73 2578
Ultramarine, Blue, Green, Permanently listed. Eff 12-5-7g External use only, including in the ares of the
Pink, Red & Violet 2ve., 73,272%
Zinc oxide Permanently [isted, EEf B-23-77 GMP 73,1981 73,2991

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

Alloxan

Bone Black

Caminic Acid

Chlorophyll Copper Complex

& Chlorophyllin Copper
Complex

* 42 F.R, £992 February 4,

Carbon Black (Channel Process)

Cochineal

Fuller's Earth

Gloss White

Graphite

Kieselguhr (Diatomite)
lapis Lazuli (Lazurite)
Lithopone

Cobaltous Aluminate (Cobalt Blue)

1977, Closing date extended .

Logwood (Gluewood, Campeche
wood)

A-Methyl-7-digthylamine—
counarin {(MDAC)

B-Methyl umbelliferone

Potassium Ferrocyanide

Sienna

Umber

Vermiculite
EZirconmium oxide
Zirconium silicate

*  varning Statement must be included on label of the color additive.
*  Cautionary statement must be included on label of cosmetic containing lead acetate,
(i 90-3) 2-16-9)
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e

EOLOR ADDITIVES STATUS Tk,
=~ N
Color Additives pemmanently listed For use in
MEDICAL DEVICES
CRULEAL DEVICES

Restrictions or tolerances g
Color ﬂ Remarks 21 CFR Se¢tions.
Girbamle violet PFermanently listed 19-21-88 For use in contact lenses 73.3107
Ciranium Cobalt Al uminam Pebnanentiy Listed 10~2T=48 For use In contact Lenses 3. 31102
ox ides

Ciraniun ox ide greens Rermanently Iisted, #2F. 8-9-86 For use in contact Lenges, P 73.3111
lG,zJ-mh;d::odma;:thol{Z,3,- bemanently Tisted, &0F 8-9.57 For use In contact lenses, Gip 73.3117
2:2',3'-1}napth{z*,3':§,7}

irﬁolo{Z,E.—chaz:ba-zole—S,10,

15,17,22, 24-hexane

N, M= (9, L0-Dihydro-9, |0= Permanently 1isted, Bff 8-9-83 For use in contact lenses. GMp 73.3118
dioxo-1,5%-anthracenedi y1)

bisbenzamide

7,16—Dichloro-6,]_5—dihyciro- Fermanently listed. Zff 3-9-g3 For use in contact lenses, MP 73,3119
5,9,14,18-anthrazinetetrone

16, 17-Dimethoxyd 1naptho Permanently 1{sted, Eff5-9-83 For use in contact lenses. GMP 73,3120
{1,2,3-ai:z3" ¢ 2', 1% 1m}

perylene-5, 10-dione

-:w[(z,a—dunethylphenyl)az01-2,4, Fermanently listed, £Xt, 5-5-86 For use in contact lenses. aMP 73,3122
dihydro—s—me&nyl-z-phenyl-m

pyrazl-3-one
" D&C Blue ¢4 Permanently 1listed. ELf 1-13-78 Surgical sutures., '74.1106

Arerded 8-27-84 *
D&C Blue #g Permanently 1isted. £ff S=d ~71 Cotton & silk surgical suture use only. 74.1109
D&C Green 46 Pemanently listed. Sutures. For coloring pol vethylene terphthalate or
Eff 10-27-86 Polyglycolic acid sutures (> U.8.P, size 8-0 and

< U.5,P, Size 8-0). rolor not to exceed 0.75% or
0.1% and 0,5% respectively by wt, of suture
material. 74.1206

For coloring Plylglycoel ie acid—co-trimethylene
carbonate) sutures, Color ot to exceed C.21% by
wt. of suture material, 74.3206

Pemanently listed, Eff 4-29-83 For use in contact lenses, Limit ¢ 0.03% by
weight of the concact lens material., 74.3206

2-1{2,5-Diethoxy—4—{ (4~ Pegnanently listed, off 6-20-53 For use in making sofc {(hydrophilicy contast
methyl phenyl) Thicl phenyl } AZ0) ) lenses with the letter Eor L for identification
=1, 3,5-Benzenetriol Purposes, Limit< 1,1x107°g in a soft contact lens

and no measurabTe migration of the color additive
to ocular tissue. 73,3115 .

6=Fthoxy=-2- [f-ethoxy.2—ox oben zo Pemanently listed, Eff, 5686 For use in contact lenses, MP 73,3123
[b] thien-2«[3H]-y1 idene] bensa[b)
thiophen-3- [H]~one

{Phthalovyaninato(2-) } copper Permaniently listed for sutuces, for coloring Polypropylene sutures. hlor not
| EEf 6-22-69. to exceed 0,5% by wt, of suture. Dyed suture to
conformm to U, S, p.

.| Pemanently listed for poly- 74,3045

‘fbutester nonabsorbable sutures.
Eff. 4-25-85
Permanently listed for contact For colering eontact lenses. aMp 74.1045
lenses. EEE 9-2-81, :
fermanently listed forp haptics, For use in ['-\Olynethylmethacrylate monc £il ament
REE, 6-2~A7. usad as supporting haptics for intraccul ar

lenses. (olor rot o exceed 0.5% by wt. of the
suture of haptic material, 74,3045,

Cnlorophyll in-capper canplox Pemanently listed. EEf 1.21-gq lor coloring poiwet:hyl-methacrylate bone ceament:,
Limit < 0.003% by weight of the bone canenc,
73.3119

* 4% F.R. 20955, July 25, 1984,

| )

{TN 90-3 INSPECTION OPERATIONS ManuaL 2-16-90




ExHigir 530-¢

ESTABLTSHMENT INSPECTION

Telor

Colar Additives ernanently bisted tor use n

MENTCAL

, marks

Hostrictions or tolerances o
21l R Setions,

ron oxides

(I‘hmanently listed. Fff, A-9.84

FOr use in contact lenses., G4F 73,3125

PINU ol yanine groen
b

ernanently [T50aT, Rl Sonemn

tor use in contact lenses. QAP 73,3124

Ly (i e Xy tnyl Methacryl atd)
~lye copolymers; The calor
rditives are fomed by reacting
Une ar more reactive dyes with
10ly(hyiroxye thyl methacryl ate) ,
™2 duasa, which may be used
1ione ar in canbination, are:

Feactive Rlue 21,

fractive Alack 5,

Peactive Yellow 15, and

Feactive Orange 78

Reactive Blue 19

Rezactive BRlue 4

C.1. Peactive Fed 11

C. 1. Reactive Yellow g§

C.I. Reactive Blue 163

PermanentT TTStoT, o1 JonoeT

Permanently listed., EEf 4-9.53,

Pernanently listed, Eff 9-19-35

Permanently listed, Eff 12-9-35
“ M u

" " u

YOI uSe In CONtaCr Lenses. 4P, furing nIgy.
lenses are thorougnly washed to remove unbourd
reactive dves, 71,3171

73.3121
73,3121
73,3121

"

Titaniun dioxide

Pemanently listed. Eff, 8-9-84

For use in contact lensas. gup 73.3128

C.l. Vat Orange L

Permanently listed for (ontacrt
Lenses, Eff 6-17-85

For coloring contac- .enses, Gip
73,3112

L,4,bigl (2-met;hylphenyl)
aninol-9,10 anthracenedione

Permanently Listed. Eff B-28-84

¥or use in contact lenses, Gvp 73.310%

D&C Violet Mo, 2

Permanently listed for sutyres.
Eff. 10-24-80

Permanently listed for contact
lenses. Eff. 6-29.87,

for coloring glycoliclatic acid mlestar
or polwiioxanone sucures. Colar mot to exceed
8.2% or 0.3% respectiveiy Dy wr, 0f suturae
lraterial. T4.1602.

For use in contact lenses. GMp Té.3602.

26C yallow Mo, 10

Feimanently listed, £Ff. 9-3.g7.

TOr use 1o contect lonsas, OMp 4.2700

WRESRY
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