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arar . 227().—siofa Few, 1945 #7137 govas w7 F oo swfaow [aat F feftea
=, S FT T St il AaTgHie aie & GerHel & iuler siT Tore+ arai afafaa,
1940 (23 % 1940) #¥ &7 12 FT ITATT (1) 3T &Tr 33 FY ITLUTT (1) T T ARFAT FT T Fed
TU, THH GIXT TATAT B %l FHTAAT ATl THT SAEAT ! STTAHIL o [T TR AT ST g 37 Uas
FRT AT &F STt ¢ o6 Soa 9= FadT 9% 39 g F J 9 [&G41 $T Safd q97eq g 9% A7 3Hh 918
o= T st o ariee #r 39 aTET REEt 9t ga F aeas i IodT Sar # Suered wis
STTOAT;

Fea T TR g 3 fafAfae safy & fiae el o«ff =afke &y 9 et st e
TATAT 9 FF=me R s,

At ST AT, IS w2 2, ar A qf=a, (Giufe), F=eeT ${iT ahar #mr §3 e,
v, AU H. 434, # &AW, fFuie w=w, 92 et - 110011 #r s@ifva feam S ererem
drugsdiv-mohfw@gov.in 7% -8 &t JTU|
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EIEERT R
1. (1) =9 =T =7 sirafer (....qerae) [9w, 2022 F7 S
(2) T e Tt ® e sifaw wehter i arie iy et g

2. sfute fAw, 1945 ¥, e 127 % sufeas (1) ¥, /i@ 95qF & w0 a7, At w&igs # v
streTioT T STTOsT, St —

“qiq T FerEsaT & W |, IUE W F SAATAT, AT AT o320 T HHT-87T 9T Herferd
A= 4707 (W 1) ® A T siv = i 9 afss T swer @ i saata g

[ T AT ATH TN GAE T AT | T & I AE 1187

1 2 3

e st o 42085 4- (AT f-HeRrETEAURE) -
SEFATSATATEAM-  (1-  (TA-ZATEA-UA--
EEEAEDEE IR A 2, 5.
AT FA G FATS oA [H12) T HIAHISIH dTee|

4 [4- (UA-ZATES -f-genasTgeuia) -fhTee)
-4 - FERITHAATRATEA) HATSA] -2 -(TA-TATSA-
TA-HERIESTEA) A 2, 5- ATEFAIGFATSIeA HTE)
FT STSHISTH A2

ATz W UHUE AoArzer | 42095

TS 19140 3T TeFeT-5-gTeg - 1 - Hemhithiaer-4- -
TR AATSIT-ATZ TSI T ZTHISTH dTee|

ATEE AT THHTUS 15985 -0t -FERTRATSATS -2- TFITA-6-ThI (A
UfHE T GIEIY 9ot |

TS 39TE 16155 1- TR TEA-HAAT-2-0 T 3, 6-RHediT ufie
& THreror &7 sTEET Ry Ao |

AT 16185 1- (4-T=FT-1- AfCI=ATS) 2-TF0 3, 6-
TTEACHITAE TS T TSI Aol

[EIITEE] 45430 9-0-FTaTHH A -6-gTZS (T 2,4,5, 7- Z2TAATS -
3- TTHTFAIT FT GISTH AT

TS THUTF 14700 2-(5 THI-2, 4-ATfAA-TUST)-1-AFIA-4- ThHIAE
TRE FT S AR e |

farfertz s TR 42090 4-(9-4- (TH-URT-fr-FoRrasEA HAT) -fHATE)
- 2-emi=ay feATee) - AfaefE) - (1- (TA-
Ufe-ua-f-aehra s o) - 2, 5-

oo (ol [enN
SIEENIRESISIIERIES! )EFTSIQHIISQH SIE

SERTTETS 73015 5,5 eTEaehItT U 1 STEHEaw qree

T FTRE 5 AU 42640 4- (TA-ufE-f-aeREsTERE) ) - (-
(TR 64Y) (TA-ufe-di-  (FemRa-asTEamTE) i)
AMYAH) - (UA, UA- STEEATRA-A 2,5 -

[aWenN o
IEFATgRATSTIHHTST) T HIATHTSIH o]
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BIESEEIRISEE S SR 3

ATz i TETE Jeerzer | 42099 4- (4- (uA-utIr-P-gewrdto) (ArwEe) (4-
Femraay-fearzer) afIeh=), (1- (Ta-ufe-ua-
AR R) - A 2,5- ATSFAGFATSHHTZ) FT
Ficeraw ATee|
1,4-F (A-TehT-fr-2rege=T) TeaTtaai
g@aﬁw GIESIECIE] 61570 o
e e TETE 61565 1,4-a (F-ZreqzaT) TeuTiE
TS YT TR 42053 4-(4-(T ey o)) (-
BIEGIFET-2 HehITHaHhTge) ATAAT) -(1-TA-
UiIe-Ua- - AR ss ) A 2, 5,
AT FATSFATS HHTST) T STEAISTH Ao |
ufie wre i 42100 4- (4-TF-T - -TeR AR Tz - (-
FATLHAA) AT - 1- (TA-UfEre-ua-di-
TR FS2d- A 2,5, ATFATgaqTS (HHTE) FT
AAMEIESIH HToe]
TR FeEee 59040 10-2T231H-3,5,8-TTEH -2 aew I UfAE 7
TN AT
fEeITer Il Taeq Ta 47005 eTEAIR T Eeifedm.
[EGUEEEEIRGRE 47000 2- (2-ffer) -1, 3 =2 feam
TS 29T 16150 1-FTEAATAT-2-TFATA-3, 6-STeHEHI [+ TTHE FHT
EEGIERE R
Frofrer =R &1 15850 4-(3T -|HT 4T T AT )3 BIEg I T-2-AFATS S
UfiE T AR qTee|
forener =fae fihio 15850 4-(31 Tl AT ZTATATST )3 BTEg I 1-2- I Te
UTHE FT FHicor Ty area|
FF TS 15500 1-0-F T R TR AT [-2-AFITA T HATETSTH HdTeel
% YT T 15500 1 -SRI TR AT [-2-TFATA FT ST HTee|
e 15500 1-ST-FTA T TR AATSA[-2-FA T T He9IH ez
TAT T 26100 TS T-SH e R AT - 2- e |
A Y2 A0 26125 TS A TAATSITSATAATSIT - 2- TFATA
ECiEI e e 45380 2,4,5,7-22TaHI-3, 6-FE A
SfRm S 45380 2,4, 5, 7-22TaTHT-9-0 FTaTFH TH A T-6-ZTS LI T-3-
TSI FT FISTH 1oz
TATAT ATSUHF 45380 2,4, 5, 7-22TaTH1-9-0 FTATFH R A-6-ZT LI 1-3-
TSI HT STETIETHIH 1oz
SETFATFATL T TAT 45366 2,4,5,7- STFATL-UH, 6-FATC ST
SETFATLFATLET & 45366 9-0-FTATFH AT A-2,4,5,7- e TFA L I-6-ZTS S -3~

Y (ol o
ARATHHTT T SIS IH HIed|
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TTTFATL ZZTATHT FATAT | 45410 2, 4,5, 7-2eTam1-12,13,14,15- ZZ&FART -3, 6-
FAT TR
AT T 45410 2,4, 5, 7-22TaHT -9 (3,4,5,6- TTFAN - O-
FTA T THATSe)-6- BTEZ I T-3-ATZE R IT T
TTEAITRIH ATee|
S AT A 45457 1,4,5,8, 15-4eTaHI-2, 7-STSHA -3, 6-FATLT
T
g U= Hiua 73360 5, 5-gTza41-3, 3' STsiuuaTEa-raaEfear
A7 F= (Fa== 75T) | 15880 4- (TS - - 2 -ATFIATSIT -3- FTES -2 -
ATHEITE & UIRIE) FT HicraH T0F|
T 73 12120 1-(S-ATEET- BT FRreTe) - 2-Aefver
SR, 12085 TS - (A-FATU-HT-ATSZ R AATAT)-2-AFI T
Y = (F5) 12350 3-ETES(FHI-UHA- (TH-ATS () -4- (A-ATS2I-Hi-
TS -2- TFEITHTE S|
AT e 13058 A -(ft B, B-STEETES TR ~T TS T TR AT )-
FATZeSI)-aSTg e US|
A Sft 16230 1-FAAAT-2-THATA-6-8-S TS AR I [ T FT
SIEGIERE K e
gl 15510 - 1 RreTToTT-2- S Ter 7 HITE R arez|
STEFARR R 45365 4,5-TTZFA-3, 6-FA AT
STEAFA R T 45365 Q- TR - 1-4,5- STSFATL-6-ZTZE FE1-3-
ATSHIFITT FT STEHISTH qToe|
SIEEIRISIECIRE L 45425 4,5 -TTSATATE-3, 6-FA AT
ufef Jeegar taw | 45425 O-ST-FT T [ (TA-B-BT S [FET-4, 5-STSATATST-3-
AR T STEASTH HToe|
TR Ioetrzer 45425 O-3A-F T [FH W (A-6-T2E -4, 5-STATSI-3-
ATTH AT T STETTSTOIH ATee
TR Jeaza v U | 45425 -S-FTATF TR AA-6-ZTSZ [ 1-4, 5-STATSI-3-
ATTH R T STEUISTOTH ATee)
AT & AT 45456 4.5, 15-aTd Ml 2, 7-STSHRTaTH -3, 6-FAT ST
At 58000 1,2- TATTFA ST
SEEICISRIEIRSIRAT L 45371 4 5- TTSATAI-2, 7-STATST-3, B-FAT AT
42090 4- (TF-UA-HT-FeRra o THHAT) - fATea) - (2-
TR T FeRAaaHhia) -fAfdets) (- (1 (A-uf¥e-ua- 9i-
HEhIATNT) A 2, 5-HTSFATGFATS (HHTSA) T
STAHITHTH dTee
Tt TR A 61530 1- e aTioeT-4- (A-Tehi-d-EreggT) - T 7
AT IH Ao
=Ry 73000 FRMEE
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Tesgma T 42052 4- (4- (TH-TIeT- SSTTeer-UHHAT) -fHaree) - (5
ET2S (FT-4-Toh-2-Teh I A ThATZ o, A1) -
(- -
TA-TS- A 2- 5-HTEFATHATS (MATEA) T
HATEIS T HToe
Yoz st 42052 4- (4- (TA-TTAA- ATEA-THAT) -{heATEe) - (5

TSI [-4-ThT-2-Fehl (MaafhaTe e, AfI) -
(T-T -
TH-dT- A 2- 5-ATeFATGFATS (HHTS) T Hicerad
qTea |

T 69825 3, 3- TTEFARTE S

Seofrer = = 20470 8-TfHAT-7- - ATZZIRAATST 3- HfAersil-1- THITA-3,
6-RaehIa® Tfie &1 STEaeay qTee |

AT Tl THTH 60725 e BT g tert-4- -z -uaigm

TfeE ¥E 89 23910 -

ufeE ¥E 97 22890 -

ufirs = 1 42045

TS =7 3 42045

LA ST 75480

ATede = 4 44045

ATeae Ir 18 12740

T T 12 12740

Ao T 32 48045

HA=T IAT (FET IAT S | 11680 () ~(3AT -ATZET At -ZrefteTstr) srfEersrEerHarss

[T, & TF.11014/14/2021-5117]
Tf. AEIT % AUST, HFd A

feoqur: g1 s &1 i 21 fREwaw, 1945 Ft AfSg=ar €0 U%F.28-10/45-T= (1) F T&q TLHILT 15794
H weRTiard AT T e sifaw aw stferg=er /0 4r.arH. (31), ATIE: , % dgd

Fomrtera T =m

MINISTRY OF HEALTH AND FAMILY WELFARE

(Department of Health and Family Welfare)

NOTIFICATION
New Delhi, the 29th March, 2022

G.S.R. 227(E).—The following draft of certain rules further to amend the Drugs Rules, 1945, which the
Central Government proposes to make, in exercise of the powers conferred by sub-section (1) of section 12 and sub-
section (1) of section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby published after consultation
with the Drugs Technical Advisory Board for information of all persons likely to be affected thereby and notice is
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hereby given that the said draft rules shall be taken into consideration on or after the expiry of a period of thirty days
from the date on which copies of the Gazette of India containing these draft rules are made available to public;

Obijections and suggestions which may be received from any person within the period specified above will be
considered by the Central Government;

Obijections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of Health and
Family Welfare, Government of India, Room No. 434, C Wing, Nirman Bhavan, New Delhi - 110011 or emailed
at drugsdiv-mohfw@gov.in.

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

2. In the Drugs Rules, 1945, in rule 127, in sub-rule (1), for the existing 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 1) as amended by Bureau of Indian Standards from time to time and any of the colours which is non-
staining specified below shall be permissible to use.

Common name of the colour Colour Chemical name of the colour
Index
Number
1 2 3
Guinea Green B 42085 Monosodium  salt of 4-(N-ethyl-p-

sulfobenzylamino)-diphenylmethylone-(1-(N-ethyl-N-p-
sulfoniumbenzyl)A 2,5-cyclohexadienimine).

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

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

Sunset yellow FCF 15985 Disodium salt of 1-p-sulfophenylazo-2- naphthol-6-
sulfonicacid.
Disodium salts of a mixture of 1-alkyl- phenylazo-2-

Ponceau 3R 16155 napthol 3, 6-disulfonic acids.

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

Erythrosine 45430 Disodium salt of 9-0-carboxyphenyl-6- hydroxy 2,4,5, 7-
tetraiodo-3- isoxanthone.

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

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-cyclohexadienimine).

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

Wool Violet 5 BN (Acid- violet 42640 Monosodium salt of 4-(N-ethyl-p-sulfobenzylamino)-

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

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).

Alizarin Cyanine Green F 61570 Disodium salt of 1,4-bis (O-sulfo-p-toluino) anthraquinone
Quinazarine Green SS 61565 1,4-bis-(p-Toluino)-anthraguinone
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, cyclohexadienimine).
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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, cyclohexadienimine).
Pyranine Concentrated 59040 Trisodium salt of 10-hydroxy-3,5,8-pyrene-trisulfonic Acid
Quinoline Yellow WS 47005 Disodium indandione.
Quinoline Yellow SS 47000 2-(2-quinolyl)-1, 3 indandiene.
Poneceau 2 R 16150 Disodium salt of 1-xylylazo-2-naphthol-3, 6-disulfonic acid.
Lithol Rubin B 15850 Monosodium salt of 4-(o-sulfo-p-tolylazo)3 hydroxy-2-
naphthoic acid.
Lithol Rubin BCA 15850 Calcium salt of 4-(o-sulfo-p-tolylazo)-3-hydroxy-2-naphthoic
acid
Lake Red D 15500 Monosodium salt of 1-0-carboxyphenylazo-2-naphthol.
Lake Red DBA 15500 Barium salt of 1-0-carboxyphenylazo-2-naphthol.
Lake Red DCA 15500 Calcium salt of 1-0-carboxyphenylazo-2-naphthol.
Toney Red 26100 I-p-phenylazophenylazo-2-naphthol.
Oil Red OS 26125 I-Xylylazoxylylazo-2-napththol
Tetrabromofluorescein 45380 2,4,5,7-Tetrabromo-3, 6-flurandiol.
Eosin TS 45380 Disodium salt of 2,4,5,7-tetrabromo-9-0 carboxyphenyl-6-
hyroxy-3-isoxanthone.
Eosin YSK. 45380 Dipotassium salt of 2,4,5,7-tetrabromo-9-0
carboxyphenyl-6-hyroxy-3-isoxanthone
Tetrachlorofluorescein NA 45366 2,4,5,7- tetrachloro-S, 6-Fluorandiol
Tetrachlorofluorescein K 45366 Disodium salt of 9-0-carboxyphenyl-2,4,5,7-tetrachloro-6-
hydroxy-3-isoxanthone.
Tetrachloro Tetrabromo fluorescein 45410 2,4,5,7-Tetrabromo-12,13,14,15-tetrachloro-3, 6-fluorandiol.
Phloxine B 45410 Disodium salt of 2,4,5,7-tetrabromo-9 (3,4,5,6-tetra chloro- o-
carboxyphenyl)-6-hydroxy-3-isoxanthone
Bluish Orange T.R. 45457 1,4,5,8, 15-Pentabromo-2, 7-dicarboxy-3, 6-fluoran diol.
Helindone Pink CN 73360 5, 5-Dichloro-3, 3¢ dimethyl-thioindigo
Deep Maroon (Fanchon Maroon) 15880 Calcium salt of 4-(I-sulfo-2-naphthylazo 3- hydroxy-2-
naphthoic acid.
Toluidine Red 12120 1-(o-Nitro-p-tolylazo)-2-naphthol.
Flaming Red 12085 I- (0-Chloro-p-nitrophenylazo)-2-naphthol
Deep Red (Maroon) 12350 3—Hydroxy—N— (m-nitrophenyl)-4-(o-nitro-p-tolylazo)-2-
naphthamide.
Alba Red 13058 0-(p,B,p-Dihydroxy-diethylamino)- phenylazo)-benzoic acid.
Orange G 16230 Disodium salt of 1-phenylazo-2-naphthol-6-8-
disulfonic acid
Orange |1 15510 Monosodium salt of 1-p-sulfophenylazo-2-naphthol.
Dichlorofluorescein 45365 4,5-Dichloro-3, 6-fluorandiol.
Dichlorofluorescein NA 45365 Disodium salt of 9-o-carboxyphenyl-1-4,5- dichloro-6-
hydroxy-3-isoxanthone
Diiodofluorescein 45425 4,5 —Diiodo-3, 6-fluorandiol
Erythrosine Yellowish NA 45425 Disodium salt of 9-0-carboxyphenyl-6- hydroxy-4, 5- diiodo-
3-isoxanthone.
Erythrosine Yellowish K 45425 Dipotassium salt of 9-0-carboxyphenyl-6-hydroxy-4, 5-
diiodo-3-isoxanthone.
Erythrosine Yellowish NH 45425 Dipotassium salt of 9-0-carboxyphenyl-6-hydroxy-4, 5-
diiodo-3-isoxanthone
Orange TR 45456 4,5, 15-Tribromo 2, 7-dicarboxy-3, 6- fluorandiol.
Alizarin 58000 1,2- Anthraquinonediol.
Dibromodiiodofluorescein 45371 4,5- Dibr0m0'2, 7'dii0d0'3, 6-fluorandiol.
) 42090 Diammonium salt of 4-(N-ethyl-p- sulfobenzyl amino)-
Alphazurine FG phenyl)-(2-sulfoniumphenyl)-Methytlene)-(-(1 (N-ethyl-N- p-
sulfobenzyl) A 2 ,5-cyclohexadienimine).
61530 Monosodium salt of 1-methylamino-4-(o-sulfo-p-toluino)-

Allarin Astrol B

anthroquinone.
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Indigo 73000 Indigotin.
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).
42052 Calcium salt of 4-(4- (N-ethyl- benzyl-amino)-phenyl)-(5
Patent Blue CA hydroxy-4-sulfo-2-sulfoniumphenyl, methylene)- (N-ethyl-
N-benzyl- A 2- 5-cyclohexadienimine).
Carbrantherene Blue 69825 3, 3- Dichloroindanthrene.
Napthol Blue Black 20470 Disodium salt of 8-amino-7-p- nitrophenylazo 3- phenylazo-1-
naphthol-3, 6-disulfonic acid
Alizurol purple SS 60725 I-hydroxy-4-p-toluino-anthraquinone.
Acid Red 89 23910
Acid Red 97 22890
Acid Blue 1 42045
Food Blue 3 42045
Natural Orange 75480
Solvent Blues 4 44045
Solvent Yellow 18 12740
Food Yellow 12 12740
Solvent Yellow 32 48045
Fanchon Yellow (Hansa Yellow G) 11680 (a) -(O-Nitro-p-tolylazo) accetoacetanilide

[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 21% the
December, 1945 and last amended vide notification number G.S.R....... (E), dated the ......
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