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ey 3 TRAT FedTor §ATT
(FaTeey iR TRETR Fearr faem)

I Ll

T2 foeett, 10 3rea, 2022

aT.#T1.7. 623(3r).—siuter R, 1945 7 ¥ Herrer w24 & forw wfaua [yt &1 yrew, siufer
S e TRl SR, 1940 (1940 #7 23) #¥ 6T 12 ¥ ITERT (1) 3 6T 33 #Y ITERT (1) F
FefT -3 ara, TR HEHTY o TATEST ¥ TIETE FeaTu HATAT (FATesT ¥ IiaTe Fearor faam) $i
STER=AT &, A1.H1.1. 227(31), T 29 714, 2022 FRT 91EA & TSI, ST, 90 |1, @€ 3, 376@e
(i) & SRt fora o, e = a9t st ¥, e 9@ yarfed g i 99meET g, 39 g b,
ST 39T ATS=AT Aeafag FLd ATAT TSI 1 TAAT ST Hl IqAE FT aF 75 off, 9 &A1 HF
AT o AT | Tgol AT 3T AT AT T TT ¥,

T, ITH TSI ¥ Tia=t 30 /=, 2022 T STAAT T ITAS FT &f 75 fT;

3T, 3FT YT Il 9% S{ar § AT SAET 3T AN 9T heRF qEwE g0 69 w7 o

AT &;
dd: AT, Frald TCHRTE, OIS S womed arady Afafa=w, 1940 (1940 FT 23) #T & 12 3T

1T 33 GIXT Wacd AT FT TIRT Fd gU, SAUTer Taheiehl TATEHE aTe & TIHI FA 6 AT, SHOTer
A9, 1945 FT ¥ FeTed F2d & o7 M fored Fa8 aa7dy g, TaiG—

1. (1) =7 R &1 gfer /st (e ") e, 2022 21
(2) T TSI H I THRTIT T AT T 9T il

5418 G1/2022 1)
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2. Sty Fem 1945 ®, F=m 127 & Iufaaw (1) #, 3gF & o9 9%, Refeied aiqs T@r ST,
TAT —
‘o TR & HTH |, SUIRE W o ATA T, AT AIAE o320 g7 OHT-T07 9 TAT-HLTerT
ArEuH 4707 (9T 1) ® fAfRtEe v a7 = ol § geg #1E vEr TS T afiwiss S e, w6

STANT FT =l AATT g
FH | W H ATHT AH S EETET [ T TETAEE 719
(1) 2) (3) (4)
1. | frfrfa 4- (TH-ZATE -f-HeRATTEATIAAT) -
42085 STEFATSATATSA M- (1- (TA-ZATSA-TA-1T-
ARl FTASTSA) A 2, 5-
AT FA TGS TR THTS ) T HATETSTH T
2. A= P THUE JoA =9l 4 [4- (UF-zITEA -N-TehraSTZdquaT) -fhATee)
42095 -4 - FERITAIATRATEA) HATZA] -2 -(TH-TATSA-
TF-ATHSATZA) A 2, 5- ATSFATGHATSTSAHTE)
T STSHISTT T
3. CACKAIE L 19140 3-FTATFT-5-gTe g 1o -1-dT-Heh I e -4-11-
TR AATSIT-ATZ LTSI T ZTEHIS T AF9T
4. AU TAT THH T 15985 -4 -AERIEATSATIT -2- TFITA-6-ThHITH
AT T AITSTH AT
5. T3 337 16155 - TZA-F (A -2-4c0T 3, 6-RaemIf=e sreet
F Fror F71 ST A EH 9
6. FHTATT 16185 1- (4-THT-1- ATTATSAT) 2-TFITA 3, 6-
TTEAHITASE T T ITSASTH AT
7. IEPNEE 45430 9-0-FTaTaHH A -6-2T2Z T 2,4,5, 7-
TITATATET-3- SMSHIFAT T ISTAT 07
8. T3 THUF 14700 2-(5 AHI-2, 4-TZTA-TSAT)-1-TFATA-4-
R STFA HT STSENSIH A0
9. ferferde s THHITE 42090 4-(9-4- (TH-UfA-dr-HemraTEataaT) -fATE)
- 2-geRiaH ToRATEa) - AfIEE) - (1- (TF-Ufa-
TA-H-HehIa12d) -A 2, 5-ATEFAgFaTS [HATS)
FT STEHISTH T
10. | SSRIFTEHETEA 73015 5,5 - RIS TSHeh AT dFT FT STEHSIT A
11. | 39 e 5 AU (s7- | 42640 4- (TA-UTIA--FoRIeSITE [oT) -h{AeT) - (4- (TA-
T 6aT) Tfaa-fi-  (AFRIAIH-aSEaATed) )
aferefie) (T4, TUA- TEWAEA-A 25 -
AT HFATSHATS I AHTS) FT TIAFITSTHT T
12. | @z T THUE ez | 42095 4- (4- (vA-ufIe-f-gehre ore) (FareE) (4-
BT - e Afeeta), (1- (TH-TfEe-us-
TR - A 2,5- ATSFAGFATS (FATSA) FT
eI Fa0T
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13. | ufersre areaTeT WA 1,4-319 (S-TohT-PV-ZT2AT) TeATIEIT 7
U 61570 SELIIERUECEL]
14. | fFATSE A THTH 61565 1,431 (T-ZIAT) TeATtEe =
15, | Hree i THETTE 42053 4-(4-(TTrer- e o) 6 f) (4-
BT IFT-2 FERIHAATEATS ) HIAAT) -(1-UA-
UfIe-ua-f-aehresTzd) A 2, 5,
HAIEFA TG FATS (HHTSA) FT STSAITSIH A0
16. | ¥ e M 42100 4- (4-uA-ufIA-dr-aehrasrzaa=r) fare) -
(Ar-FALRA) -AfFA) - 1- (TA-ufrer-ua-di-
FERIAAH FATZA- A 2,5, ATEFAFATS HATEA)
T HAEISTH AT
17. | 9T FHveee 59040 10-BT=S T 1-3,5,8-ATe{IH-2 T TR+ STFT T
STEAISTH AT
18. | eI It saeg uH 47005 | srEeIRIEw fEifedM
19. | fgIo I T U 47000 | 2- (2-fgwiferer) -1, 3 =2fRam
20. | 9IS 24 16150 1-STEATIA-2-FATA-3, B-STSHEHI e 3TFT T
STEASIH Aa0
21. | == d 15850 | 4-~(3AT -TohT -YY -ZIATATAT )3 BT I 1-2-FA TS H
SFA T HIAHISTH AF9T
22. | forener =faw fieho 15850 | 4-(3AT -TohT -Y -ZTATSAT )3 BTES FRT-2-TF T2
T T eI AT
23. |TdFHETE 15500 1-0-F T TR TR A TSN T-2-AFAT T HIA TS aH
NEKI
24. | 9w T AT 15500 1 -SRI TR R (AT [-2- TV T I TRTHT 0T
25. |FwEaHiT 15500 1-3-FT T TR (A TS -2-7TFTS T oo Td T
26. | ZFTYE 26100 | S-S IhAATSI-2-AFTeT
27. | ¥ = U 26125 A ATt ereTstl - 2- 9
28. SETSITHTRA T oA 45380 2,4,5,7-22TaHI-3, 6-FL AT
29. | zeonfem fiue 45380 2,4, 5, 7-22TaTHT-9-0 FTaTFH THIAA-6-ZTS L FET-3-
SATSHTEFAAT T TSTT AG9T
30. | zafAe aTsuEs 45380 2,4, 5, 7-22TaTHT-9-0 FTETFH THIAA-6-ZTS L FET-3-
ATEH A T STAISTTEaH qa0
31. SETFATIFA TR AT 45366 2,4,5,7- TITFATL-TH, B-FA ST
32. | TETEATIGATL A 45366 9-0-FTaTaHH I THATEA-2,4,5,7-22TFATL-6-B TS [FE1 -
3-SATTHFIIT HT STSHSTH A0
33. SITFATL ST 45410 2,4, 5, 7-32Tam4T-12,13,14,15- ST -3, 6-
FATCTRT FATCT ST
34. | weArEEe o1 45410 2, 4,5, 7-&21s4r -9 (3,4,5,6- SZTFARI - -

Ta (o TS )-6- SIS S (e T-3-ATSH TR [ T
SEGIEREECU
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35. | Sofer NS A 45457 1,4,5,8, 15-9eTaHI-2, 7-STEHRAFEI-3, 6-FALT
T

36. | gfciem fiiw e 73360 5, 5-gTEaI-3, 3' SRz a-fEeE e

37. | S0 &= (T §=4) | 15880 4- (TS -TEH - 2 -ATTFIATSI -3- FTEg -2 -
ATFATE SR 3TA) FT HICITIH A0

38. |ZeTENYE 12120 1-(F-ATZ2T-P-2TToreATSTT)-2-7 e

39. | wifdwIE 12085 ATS - (A-FATU-TT-ATZS TR AATAT)-2-"TFI A

40. | U ¥E (BEA) 12350 3-gTES(FHI-UA- (TH-ATS 2 (A ) -4- (AT-ATS2I-H-
oIS -2- TR e

41, | FeaTiE 13058 AT (47 B, B-STEETES T ST ATSAUHAT )-
AT oS- STk 3TFeT

42. AT ST 16230 - ATS-2-TFITA-6-8-STS TR [Hh 3TFT T
EEGIEREEECL

43. | RS 15510 - -TRIR AT [-2-TFITA T HIATESAH AT

44, STSFATLFA LA 45365 4 5-TFAT-3, 6-FATC =TT

45. | STEFAIITAIL T U7 45365 O-3AT-FTTFH - 1-4,5- STEFATU-6-TSZ IFET-3-
ATSHIHAAT HT STEHITSTH A0

46. | STEAASTFAIAA 45425 4,5 TTEAATEI-3, B-FATL AT

47. | TRAEA e UA U | 45425 O-T-FTI T B ITA-6-ZTSZ I T-4, 5-STSATATSI-3-
ATSHTFIATT FT STSHS AT AT

48. | Tfonfae oAz ® 45425 O-AT-FTA T hITA-6-gTEg 1 -4, 5-STAEI-3-
ATSHIFATT T STSATC AR AT

49. | Tfenfae Aoz ua U | 45425 -SAT-FHTATF R TA-6-ZTE g [ 1-4, 5-STAEI-3-
ATEATFIATT FT STSATS (AT TI07

50. AN & AT 45456 4.5, 15-aTa Ml 2, 7-STEHTA -3, 6-FATL AT

51. | Aeoi= 58000 1,2- AT ST

52. | STEATHISTHIS PN A 45371 4 5- TEAHI-2, 7-ST31=1-3, 6-FA =T

53. | ACHIANA THS 42090 4- (TA-UTIA-dT-Fehre fore THAT) - fhATE) - (2-
BT A ) -Fferedia) (- (1 (TF-uferer-um- i
AEHTETNA) A 2, 5-HTFATSHFATSAATSA) FT
STIHIATH a0

54. | USATHA UETer ot 61530 1-FrameaToeT-4- (Ar-Tehr-f-2reeT) - TaiEeT
FT AT TH T

55. | 3fer 73000 BERICiE

56. |UeEs(UAT 42052 4- (4- (TA-UfIe- dSTEe-ufaET) -free) - (5

ETES [ T-4-Tohl-2-Aeh I HaH TS, Hi2rei=) -
(TA-UfIF-UA-ATAA- A 2- 5-TTEFATGFT-SFHTE)

FT HFESTH A0
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57. |YasgErT 42052 | 4- (4- (TF-UfE- ASTEA-UiEAT) -fEATE) - (5
BT (T -4-TehT-2- AR A aa hATE o, HTIefi) -
(UA-TfAe-Ta- AT A 2- 5- e - 3RwTE)
T FICTH T

58. | FTECAAL = 69825 3, 3- TEFARIES AT

59. | STl = sk 20470 8-THAI-7-H1-ATZ RSl 3- THiAeTsIl-1- -
3, 6-RaemIfA® et T STRAIS T A9

60. AAT T T 60725 arE-zreg tai-4-f-areggAT-n e

61. | T ¥= 89 23910

62. | T ¥E 97 22890

63. | u%eT oo 1 42045

64. | w13 42045

65. | ST AR 75480

66. | ATedE = 4 44045

67. | @Tedz I« 18 12740

68. | %T AT 12 12740

69. | ®Tede Il 32 48045

70. | = AAT (9T IAT ) | 11680 (a) -(3T -ATZ2T A -EreteTetT) A= 17 |

[T, &. T 11014/14/2021 -3

1. AT . AUSTEY, T A1

feoqun: g& FAm, wa & Toe 7 stfegEeT SeiE U.28-10/45-1H (1), arie 21 ey, 1945 3T

eIt o T o i sfag=mT geard |nan . 502(3), arE 30 97, 2022 FRT AW
EEUPCRERR PPN

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 10th August, 2022
G.S.R. 623(E).—Whereas a draft of certain rules further to amend the Drugs Rules, 1945, was

published as required under sub-section (1) of section 12 and sub-section (1) of section 33 of the Drugs and
Cosmetics Act, 1940 (23 of 1940) vide notification of the Government of India in the Ministry of Health
and Family Welfare (Department of Health and Family Welfare) number G.S.R. 227(E), dated the 29th
March, 2022, in the Gazette of India, Extraordinary, Part Il, section 3, sub-section (i), inviting objections
and suggestions from persons likely to be affected thereby, before the expiry of a period of thirty days from
the date on which the copies of the Official Gazette containing the said notification were made available to
the public;

And whereas, copies of the said Official Gazette were made available to the public on the

30th March, 2022;

And whereas, objections and suggestions received from the public on the said draft rules have been

considered by the Central Government;
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Now, therefore, in exercise of the powers conferred by sections 12 and 33 of the Drugs and
Cosmetics Act, 1940 (23 of 1940), the Central Government, after consultation with the Drugs Technical
Advisory Board, hereby makes the following rules further to amend the Drugs Rules, 1945, namely:—

1. (1) These rules may be called the Drugs (Sixth Amendment) Rules, 2022.
(2) They shall come into force on the date of their publication in the Official Gazette.

2. In the Drugs Rules, 1945, in rule 127, in sub-rule (1), for the proviso, the following proviso shall be
substituted, namely:—
“Provided that in case of disinfectants, in addition to the above said colours, the colours referred in
IS 4707 (Part I) as amended by Bureau of Indian Standards from time to time or any of the colours
listed in the table below, which is non-staining shall be permissible to use.

Serial | Common name of colour Colour Chemical name of colour
Number Index
Number

(1) ) ®) (4)

1. Guinea Green B 42085 Monosodium  salt of 4-(N-ethyl-p-
sulfobenzylamino)—diphenyl  -methylone-(1-
(N-ethyl-N-p-sulfonium -benzyl)A2,5-
cyclohexadien- imine)

2. Light Green SF Yellowish 42095 Disodium salt of 4-[4-(N-ethyl-p-
sulfobenzylamine)-phenyl)-4-sulphonium- -
phenyl)methylene]-2(-(N-ethyl-N-
sulfobenzyl)A2,5-Cyclohexadienimine

3. Tartrazine 19140 Trisodium salt of 3-carboxy-5-hydroxy-1-p-
sulfophenyl-4-p- sulfophenylazo -pyrazole

4. Sunset yellow FCF 15985 Disodium salt of 1-p-sulfophenylazo-2-
naphthol-6-sulfonic acid

5. Disodium salts of a mixture of 1-alkyl-

Ponceau 3R 16155 phenylazo-2-napthol 3, 6-disulfonic acids

6. Amarnath 16185 Trisodium salt of 1-(4-sulfo-1- napthyl - -azo )
2-naphthol 3, 6- disulfonic acid

7. Erythrosine 45430 Disodium salt of 9-0-carboxyphenyl-6- hydroxy
2,45, 7- tetraiodo-3- isoxanthone

8. Ponceau SX 14700 Disodium salt of 2-(5 sulfo-2, 4-xylyl- azo)-1-
naphthol-4- sulfonic acid

9. Brilliant Blue FCF 42090 Disodium salt of 4-(9-4-(N-ethyl-p-
sulfobenzylamino)-phenyl)- 2-sulfonium
phenyl)- methylene)-(1-(N-ethyl-N-p-
sulfobenzyl)-A 2, 5- cyclohexadieniming)

10. Indigocarmine 73015 Disodium salt of 5,5°-indigotindisulfonic acid

11. Wool Violet 5 BN (Acid- 42640 Monosodium salt of 4-(N-ethyl-p-

violet 6B) sulfobenzylamino)-phenyl)-(4- (N-ethyl-p-
(sulfonium-benzylamine)-phenyl) methylene)-
(N, N- dimethyl-A 2,5-cyclohexadienimine)

12. Light Green SF Yellowish 42095 Calcium salt of 4-(4-(N-ethyl-p-sulfobenzyl )
(minophenyl)(4- sulfonium-phenyl) methylene),
(1-(N-ethyl-N-p-sulfobenzyl)-A2,5-
cyclohexadienimine)

13. Alizarin Cyanine Green F 61570 Disodium salt of 1,4-bis (O-sulfo-p-toluino)
anthraquinone

14. Quinazarine Green SS 61565 1,4-bis-(p-Toluino)-anthraquinone
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15. Fast Green FCF 42053 Disodium salt of 4-(4-(ethyl-p-
sulfobenzylamino)-phenyl) (4- hydroxy-2
sulphoniumphenyl) methylene)-(1-N-ethyl-N-
p- sulfobenzyl) A 2, 5, cyclohexa -dienimine)

16. Acid Fast Green 42100 Monosodium salt of 4-(4-N-ethyl-p-
sulfobenzylomino) phenyl)- (o-chlorophenyl)-
methylene)-  1-(N-ethyl-N-p-sulfonium
benzyl- A 2,5, cyclohexa - -dienimine)

17. Pyranine Concentrated 59040 Trisodium salt of 10-hydroxy-3,5,8-pyrene-
trisulfonic Acid

18. Quinoline Yellow WS 47005 Disodium indandione

19. Quinoline Yellow SS 47000 2-(2-quinolyl)-1, 3 indandiene

20. Poneceau 2 R 16150 Disodium salt of 1-xylylazo-2-naphthol-3, 6-
disulfonic acid

21. Lithol Rubin B 15850 Monosodium salt of 4-(o-sulfo-p-tolylazo ) 3
hydroxy-2-naphthoic acid

22. Lithol Rubin BCA 15850 Calcium salt of 4-(o-sulfo-p-tolylazo)-3-
hydroxy-2-naphthoic acid

23. Lake Red D 15500 Monosodium salt of 1-0-carboxyphenyl-azo-2-
naphthol

24, Lake Red DBA 15500 Barium salt of 1-o-carboxyphenylazo-2-
naphthol

25. Lake Red DCA 15500 Calcium salt of 1-o0-carboxyphenylazo-2-
naphthol

26. Toney Red 26100 I-p-phenylazophenylazo-2-naphthol

217. Oil Red OS 26125 I-Xylylazoxylylazo-2-napththol

28. Tetrabromofluorescein 45380 2,4,5,7-Tetrabromo-3, 6-flurandiol

29. Eosin TS 45380 Disodium salt of 2,4,5,7-tetrabromo-9-0
carboxyphenyl-6- hyroxy-3-isoxanthone

30. Eosin YSK. 45380 Dipotassium salt of 2,4,5,7-tetrabromo-9-0
carboxyphenyl-6-hyroxy-3-isoxanthone

31. Tetrachlorofluorescein NA 45366 2,4,5,7- tetrachloro-S, 6-Fluorandiol

32. Tetrachlorofluorescein K 45366 Disodium salt of 9-0-carboxyphenyl-2,4,5,7-
tetrachloro-6- hydroxyl-3-isoxanthone

33. Tetrachloro Tetrabromo 45410 2,4,5,7-Tetrabromo-12,13,14,15-tetrachloro-3,

fluorescein 6-fluorandiol

34. Phloxine B 45410 Disodium salt of 2,4,5,7-tetrabromo-9 (3,4,5,6-
tetra chloro- o-carboxyphenyl)-6-hydroxy-3-
isoxanthone

35. Bluish Orange T.R. 45457 1,4,5,8, 15-Pentabromo-2, 7-dicarboxy-3, 6-
fluoran diol

36. Helindone Pink CN 73360 5, 5-Dichloro-3, 3¢ dimethyl-thioindigo

37. Deep Maroon (Fanchon 15880 Calcium salt of 4-(I-sulfo-2-naphthylazo 3-

Maroon) hydroxy-2- naphthoic acid

38. Toluidine Red 12120 1-(o-Nitro-p-tolylazo)-2-naphthol

39. Flaming Red 12085 I- (0-Chloro-p-nitrophenylazo)-2-naphthol

40. Deep Red (Maroon) 12350 3-Hydroxy-N- (m-nitrophenyl)-4-(o-nitro-p-
tolylazo)-2- naphthamide
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41. Alba Red 13058 0-(p,pB,p-Dihydroxy-diethylamino)-phenylazo)-
benzoic acid

42. Orange G 16230 Disodium salt of 1-phenylazo-2-naphthol-6-8-
disulfonic acid

43. Orange Il 15510 Monosodium salt of 1-p-sulfophenylazo-2-
naphthol

44, Dichlorofluorescein 45365 4 5-Dichloro-3, 6-fluorandiol

45, Dichlorofluorescein NA 45365 Disodium salt of 9-o0-carboxyphenyl-1-4,5-
dichloro-6- hydroxy-3-isoxanthone

46. Diiodofluorescein 45425 4,5 —Diiodo-3, 6-fluorandiol

47. Erythrosine Yellowish NA 45425 Disodium salt of 9-o0-carboxypheny |-6-
hydroxy-4, 5- diiodo-3-isoxanthone

48. Erythrosine Yellowish K 45425 Dipotassium salt of 9-o0-carboxyphenyl-6-
hydroxy-4, 5- diiodo-3-isoxanthone

49, Erythrosine Yellowish NH 45425 Dipotassium salt of 9-o0-carboxyphenyl -6-
hydroxy-4, 5- diiodo-3-isoxanthone

50. Orange TR 45456 4,5, 15-Tribromo 2, 7-dicarboxy-3, 6-
fluorandiol

51. Alizarin 58000 1,2- Anthragquinonediol

52. Dibromodiiodofluorescein 45371 4,5- Dibromo-2, 7-diiodo-3, 6-fluorandiol

53. Alphazurine FG 42090 Diammonium salt of 4-(N-ethyl-p- sulfobenzyl
amino)- phenyl)-(2-sulfoniumphenyl)-
Methytlene)-(-(1 (N-ethyl-N- p-sulfobenzyl) A
2 ,5-cyclohexadienimine)

54. Allarin Astrol B 61530 Monosodium salt of 1-methylamino-4-(o-sulfo-
p-toluino)- anthroquinone

55. Indigo 73000 Indigotin

56. Patent Blue NA 42052 Monosodium salt of 4-(4- (N-ethyl- benzyl-
amino)-phenyl — (5-hydroxy-4-sulfo-2-
sulfoniumphenyl-methylene) (N-ethyl- Benzyl-
A 2, 5-cyclohexadienimine )

57. Patent Blue CA 42052 Calcium salt of 4-(4- (N-ethyl- benzyl-amino)-
phenyl)-(5 hydroxy-4-sulfo-2-sulfoniumphenyl,
methylene)- (N-ethyl-

N-benzyl- A 2- 5-cyclohexadienimine)

58. Carbrantherene Blue 69825 3, 3- Dichloroindanthrene

59. Napthol Blue Black 20470 Disodium salt of 8-amino-7-p- nitrophenyl- azo
3- phenylazo-1- naphthol-3, 6-disulfonic acid

60. Alizurol purple SS 60725 I-hydroxy-4-p-toluino-anthraquinone

61. Acid Red 89 23910

62. Acid Red 97 22890

63. Acid Blue 1 42045

64. Food Blue 3 42045

65. Natural Orange 75480

66. Solvent Blues 4 44045
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67. Solvent Yellow 18 12740
68. Food Yellow 12 12740
69. Solvent Yellow 32 48045
70. Fanchon Yellow (Hansa Yellow | 11680 (a)-(O-Nitro-p-tolylazo) accetoacetanilide.”.

G)

[F. No. X.11014/14/2021-DR]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

Note: The principal rules were published in the Official Gazette vide notification No. F.28-10/45-H(1),
dated 21st the December, 1945 and last amended vide notification number G.S.R. 502(E), dated the

30th June, 2022.
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