
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 up dated in the next revision to include the standard elemnt s of GGP 's . 



COMR ADDITIVE STXIVS LIST 

Preface 

- - -_ - _ -- - -- 

ESTABLISHMENT INSPECTION 
PAGE 1 C X H I B I T  510-C 

This s t a tus  l i s t  i s  a measure to provide current information comerning color additives, and w i l l  enable 
~nves t iga to r s  and others needlng t h i s  infomatian to  deternine the s t a tus  and l imitations of most colors 
l ikely  t o b e  encountered in  a food, drug, d e v i d ,  oc cosnetic estsblishnent. 

- 

- 
(T 

I n  order  t o  maintain conc i se  form, t h i s  l i s t  i s  by necess i ty  l imi t ed  i n  many re spec t s  involvinq 
ce r t i f i ca t ion ,  regulations, labeling, etc.  For epecif i c  d e t a i l s  concerning these matters. please refer 
to  the source docunents, Code of Federal w u l a t i o n s  (CFR, T i t l e  21, Parts 70 t o  82) and to the Federal 
€ 0 4 ,  ~ w .  and Co-etic Rct, as amended, Sections 601(eI. 602(rI, 706, and a s  i t  ~ r t a i n s  to  w t i o n s  
201i51 (31 and it!. 402ic). 403(m), 501ial. and 502im). 

1 

Rny colors) not included in  t h i s  l i s t i n 3  and found in  the possessLon of manufacturers or processors where 
t hey  may be used i n  foods.  drugs .  devices ,  ar  c o n e t i c s  should be r e fe r r ed  t o  your D i s t r i c t  fo r  
consideration. 

w. 21 CFR 81.1 a,b,6 c refers  t o  "Lakes (TDK!", "Lakes IDrC)' and 'Lakes ( Ext. D K I " .  This a l so  
r e fe r s  t o  21 CFR 82.51. 81.1051, and 82.2051. These ace the sections m the  color regulations refecrrng 
t o  "Lakes". Sectlons 82.51, 82.1051, and 82.2051 pe r t am t o  FDSC Lakes, D6C Lakes and Ext. D&C Lakes 
respect~vely .  

Since s h e  of you may not be famillac v l th  *Lakesu, the f o l l w ~ n g  srmmary mav be helpful: 

n*o procedures m y  be follared i n  naming lakes: 

1. A previously ce r t i f i ed  batch of TDBC color, for  example FDSC Yellm No. 5. may be used t o  s t a r t  
off with; the a l m i n m  ar ca lc iumsa l t  of this m l o r  may be mde arvd then precipitated an  a sub 
s t r a t e  of a l m i n m  hydroxide. The resultant "take" must  be ce r t i f i ed .  In t h i s  instance the lake 
w u l d  be named "FDSC Yellw No. 5 Alminm Lake" apd m y  be used to m l o r  f d s .  drugs or m w t i c s .  

2. An uncertified batch of m6C color,  for exmple FDSC Yel lm No. 5, may be used to  s t a r t  off with 
and t h m &  in the s m  manner a s  abave.   he resultant lake must be certif ied.  In  th i s  case 
the name of the lake is "D&C Yel lm No. 5 Alminm Lake" an3 may be used only t o  color drugs 6 cos- 
metics. The drfrarence s tween 1 and 2 is that  the f i r s t  pracedure s tar ted  with a previously Cert- 
i f i ed  color,  while Me second procedure started with an uncertified color. - 
Each "lake" made fran TDsC, DSC, or Ext. DbC colors bears the same rime as  the m l o r  fran which i t  
is derived follmmd by the name of the basic radical conbined in the color 1 i.e. alminvn or cal- 
c i m  in  W; a l m i n m ,  bariun, calciun, potassim, scdirm, s t ron t im.  or zirconium i n  DsC or Ext. 
D&C) and the word "lake". 

m: You a re  cautioned that  this U h i b i t  / r a n d e n s e ?  an3 should be used for 
screening and guidance only. When you en- 
counter s i tuat ions  involving possible vio- 
la t ions  of color additive regulations 
check the l a t e s t  basic docunent a s  indi- 
cated In the second paragraph of t h l s  pre- 
face.& cer ta in  of the canplete s t a tus  and 
r e w r t  the facts.  I t  1% the Dl s t r l c t  re- 
s p n s l b l l l t y  ta mstlgate  appropriate 
actmn, not yours. oo not advlse Elms to  
d e s t r q  stocks of =ble suspect mer- 
chandise or in s t i t u t e  recal ls  ~ without 
Dis t r ic t  clearance. 



COLOR ADDITIVE STA1IIS LIST 

Color A M i t i v e s  previously  and p re sen t ly  subject t o  C e r t i f i c a t i o n  and prov i s i ana l ly  
l i s t e d  €or F W D ,  D R S ,  & COSMfTIC Use, and those  permanently l i s t e d .  

(None of  these  c o l o r s  m y  be usd i n  p r c d w t s  which  are intended t o  be used i n  the  area of  t h e  eye) 

Permanently l i s t e d  fo r  f w d  dr P 7 4  1 7  

turc and t h e  dye dors not mrgrate  t o  
the surrounding nssue. 
G-LF 74.102; 74.1102: 82.102 

. : , _  i .  : 

app l l ed  drucls h cosmetics, gene ra l ly  
E l f .  10-7-8s 

DM Yellcw 116 P o r m e n t l y  1~sted.FCCd. Drug and W 74 .706  74.1706 74.2706; 82.706; 
Casmetlcs. E f f .  12-22-86 La te l lno  reqvlremenr '** 

I 
bhC Lakes %y M prepared f r a  any of t h e  a b v e  N o n e  al.1; 8 2 . 5 ~  
(see Pre faca  o f  c e r t r f w d  nxc mlors. Except 
t h l s  exhibit) F D M ~  Red 13. 

I ~ N S  Red Y2 P e m e n t l y  11sred. Eff .  7-21-63 For u se  only  ~n m l o r m i l  o f  mrure 
OrMge6.  Llmlt of 2 ppm ca l cu la t ed  m 
Msis  Of whole f r u l t  weloht.  74.302 

range 0 P o r m e n r l y  listed. Ef f .  3-5-66 Used i n  m i o r l n g  su r f aces  6 cas ings  o f  
f r a n k f u r t e r s  or sausaqee. L m l t  . 150 
ppm by w t .  of  f in l shed  product.  74.250 

he fo l l cwmg mlors, p r e v ~ w s l v  mrmranly used, are no langer  authorized f o r  use, 
msc Green r l  
FD6C Green $2 
msc ned $1 
WM ~ e d  $2 (Reroved from l i s t  on 2-13-76) 
mbc Red 113 (Lakes r m v e d  from Llsr. f a r  a i l  uses an 2/1!90. 

s t r a l o h t  m l o r  for m s n e t i c  and eYternal  drua use Z'I/oO.) 
FUG Red 14 (Reroved from l l s r  For Ingested uses an  9-23-70) 
Fox V m l e t  t I ( w v e d  from 1 s t  an  4-10-73) 

I/ color additives m y  not be used t o  m l o r  f m d s  f o r  which standards o f  i d e n t l t y  have heen p r a w I o a t ~ 1  unless the  use 
of added m l o r  is author ized ty t h e  standard. 





<YLOI? M D I T I W S  STATUS LIW 
-..,. 

C o l j r  A d i i t i v e s  prr:viausly .ad p r e s e n t l y  s u b l e t  t o  c s r t i f i c a t l a n  aM p r o v i s i o n a l l y  l i s t e d  
for  N?LC and C O B W I C  use, and tliose permanently l i s t e d .  1Con:'d) 

(None o f  t h e s e  c o l o r s  may k usc\l :n prdu- ts  which are  i n t e n d d  ra k used i n  the area of the e y e )  

L i s c i m  
Clos ing  

I 
R e s t r i c t i o n s  or ?Crlerancel s 21 CFR 

Color Date i r m a c ~ s  Section 

N.C R e d  i 2 1  P e m a w n t l v  List$*. E l f .  1 - 3 4 ;  NO"": 74.1321: 74.2321: 12.1321 
i w  itre a22 brmsnentlv l i s t e d .  E t f .  !-3-83 NO*: 74.1322; i:.2322: 82.1122 
i isC H e t l  -27 
:,rc h.3 :2^n 

Prrmilnenrlv Lisr&. E f t .  :O-23-82 None: 74.1327: 74.23::; 82.1327 

&C ",.I * j h ,  
& m a o r n c l v  L i s t p l .  Ef f .  :0-29-82 N o w :  74.1323. 74.2328: 82.1328 
Pemdllentl i .  I l s t e d .  ELL. 6-25-82 None: ? i . l 3 j 0 :  74,2330: 

LIW nrr1 $33 werames  &t f o r  mws: a l l y  u q d s r m n  l i m t e d  t =  0.75 .w pule 
i n t e r n s 1  use  d r q s ,  

- dye or a c m b i n a t i o n  of d p s  a p p r o v d  f o r  t h i s  

dentifrices, nouth  iPsks, etc. use. Fl.1: 81.25: 
.P?maneztlv ~~~88 

IWC ih* i j 6  m l e r a r ~ e s  *t for 3rws: M l l i '  l m e s r ~ o n  I r n i t a i  t o  1.7 ;na p u r e  d 
i n t e r n a l  use drqs. d e n t i f r i c e s .  ;iF?-conbination o f  dyes approve3 for  ta is  use. 
n o u t h  insbes, etc. 574.1335 
ie rmancnr lv  ~ i s t R l  12-27-88 

libC  ello ow r 7  P r m a n e n t l y  l i s t p l .  Elf 12-20-76 ** mr e x t e r n a l  use o n l y :  74.1707: 74.2707; 
82.1-07 

DbC Yellow 810 F e m a n e n r i y  l i s t d .  Eff  9-30-83; No-; 71.1713, 74.2710. 82.l713 ". 4-6-R4 
D&C takes \By b+ pzeparid f r m  any o f  t h e  81.1; 82.1051 
(See meface of  t h i s  l e g a l  FDsC o r  as w m i t t e d  f o r  
m h i b i t )  D & c  c o l o r s .  

me l o l l o w i r q  c o l o r s ,  D r w i o u s l y  cormonly usel, are no lomer autmrize-3 for use: 

DSC Blue 1 1 6 ( m u ) s  b 
VSC B l l ~  Y7 
D&C meen (17 
DLC Orawe 1 3  
nbc mame $8 
DSC mange 114 

DLC Orange 1 1 5  
DLC marqe 816 
DsC Orawe 1 1 7  
DiC Red a 5  
DLC Fed 1(8 
DbC Red u9 
36C PA = l o  
OLC Red *I1 
DSC F& 312 

JbC 
DbC 
DbC 
3 i C  
2SC 
DCC 
O K  
DIC 
D6C 

Kd 
Red 
m 
Red 
m 
Red 
icxl 
Red 
F& 

50 F.R. 4642, W. 1, 1985. C l o s i w  d a t e  exterdd. .. See 21 CFR 81.25 ( E x t e r n a l  D ~ C  use unlimited.1 
"* 49 F.R. 8429. ( W s t r i c t i o n S  Renav4.1 



m m  m o r T r w s  STA?F~. ,L -~~~ 
Color Aikiitivcs previously a d  presently eilb3eci ~6 cr rz i f ica i ian  3nd p r o v ~ s i a n a i l y  

listed for  u ~ r  in EXTERNWLY APPLIED CXWS j CCS!ETICS. 
(None o f  these c o l o r s  may be used in p c d m t s  which are intended LO be us& in the area of  t h e  eye)  

imc yellow ~ 1 1  wrmnnent l~  l i s t & .  iff 12-lii-'6 3Terna1  use an1.i. 74.1711; 74.2711 
M C  ~ l i n r u  : 10 R m e n e n t l v  i l s ted .  3: .  4-2541 74.!?iC, ':.;:GO, -2.LiSu - External Use m l y  
I D ~ C  (Xame * 11 Permnneouy 1l(;tai. Eft. :-/a-.il 7i.i:il. . : . : l i l ,  12.1261 - i~ternai use m y  
m t .  mC -kc$ r a y  be preplied tron any o t  i r  lane: r1.1; 82.2051 

(See meface of th i s  abwe legal me. DbC colors. 
mhibi t )  

I I I 
following c o l o r s ,  pre,rously c m o n l y  used, are no lower aurborlraj for u=: 

m t  OK 81- (11 m t  D ~ C  red a 1  me o&c mi r i i  m e  C6C Yellow Y 1  
h e  DSC Rlue #4  Lt DSC M 42 ht DhC rred X13 Dtt 2bC Yellow 15 
Dtf DSC Green $ 1  m t  D 6 C i e d  23 Ext DbC ied i l l4 at ObC yellow 16 
ht  DLC Orawe $1 Mt DbC Aed 38 Lt  DbC Aed $15 Lt Sbc ysilo* 19 
mt LXC Orange 113 m t  LXC M * l o  m t  D ~ C  iellow il m t  C ~ C  yellow 110 
Dtt a 6 C  Orawe # 4  

50 F.R. 4641, mb. 1, 1985. a o s i n g  m t e  h t e r d e l  
4 8  F.fi. 5262, M. 1, 1983. 
48  F.R. 13976, 4x11 I, 1983. 





- =  
COLOR A D D I T I V E S  S T A T U S  L I S T  

Color Mditives provisionally and permanently listed for DRUUS?-".~A~ the basis  oE prior comercial 
sale but *hich hme not been nor are m w  EUbjfft to cectificacion. 

The following colors, previously oomrclnly used. are na lower authorized for use: 

Bone Black Cachineal 
marcoal NP XI W t i c  
chlorophyll copper ultramarme Blue 

camp1 ex 
fchlorophyllinl 



. .,- C3LOR MOITIVE ST?TUS LIST *- 
color  M d i t i v e s  p m v i s i o n a u y  ~~~~-CCSETTIC use an the  b a s i s  of pr ior  

commercial ?ale but *Mch have nar been nor are  n o m t  to c e r t i f i c a t i o n .  

The fol loWiw c o l o r s ,  Prevzously comnonly used, are no l o w e r  authorized for  use: 

4llaxan Carhineal kqwocd  (Gluehood, Cmpeche Sienna 
F u l l e r ' s  Earth 

h o e   lack Gloss White ' I -~ethyl-7dle thyldmina-  *wd)  
Umber 
Vermiculite 

a r b o n  Black l ihannel  Process) G r a m i t e  
lanninic  = id  

counarin (MDRCI l irconim oxide 
Kieselsuhr ( D i a t m i t e )  B - ~ e t h ~ l  unbel l i ferone Zirconiun s i l i c a t e  

h l o r o F h y l l  Copper Complex M p i s  Lazuli (Lazur i te l  P o m s s i m  Ferrocyanide 
6 Chlomphyl i in  Copper Li thopone 
Comoirx 

4 2  F.R. 6992 February 1. 1977. C i o s i q  d a t e  extended. 

i i lrninq Statement must be i n c i d e d  an label of the color add i t i ve .  
o u t i o n a r y  statement must b inciuled on label  o f  c o n t a i n i w  l e d  acsmre. 






