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स्ट्वास्ट््य और पररवार कल्याण मतं्रालय 

(स्ट्वास्ट््य और पररवार कल्याण जवभाग) 

अजधसचूना 

नई ददल्ली,  29 माचच, 2022 

सा.का.जन. 227(अ).—औषजध जनयम, 1945 का और संिोधन करने के जलए कजतपय जनयमों के जनम्नजलजखत 

प्रारूप, जिसे क       सरकार औषजध तकनीकी सलाहकार बोडच के परामिच से औषजध और प्रसाधन सामग्री अजधजनयम, 

1940 (23 के 1940) की धारा 12 की उपधारा (1) और धारा 33 की उपधारा (1) द्वारा प्रदत्त िजियों का प्रयोग करत े

हुए, इसके द्वारा प्रभाजवत होने की संभावना वाले सभी व्यजियों की िानकारी के जलए प्रकाजित दकया िाता ह ैऔर एतद 

द्वारा सूचना दी िाती ह ैदक उक् त प्रारूप जनयमों पर उस तारीख से     ददनों की अवजध समाप् त होने पर या उसके बाद 

जवचार दकया िाएगा जिस तारीख को इन प्रारूप जनयमों वाले भारत के रािपत्र की प्रजतयां िनता को उपलब्ध कराई 

िाएगी;  

 क      सरकार द्वारा उपययचि   जनर्ददष्ट अवजध के भीतर दकसी भी व्यजि से प्राप्त होने वाली आपजत्तयों और 

सयझावों पर जवचार दकया िाएगा; 

 आपजत्तयां और सयझाव, यदद कोई हों, तो अवर सजचव, (औषजध), स्ट्वास्ट््य और पररवार कल्याण मंत्रालय, भारत 

सरकार, कमरा सं. 434, सी ववग, जनमाचण भवन, नई ददल्ली - 110011 को अग्रेजषत दकया िाए अथवा  

drugsdiv-mohfw@gov.in पर ई-मेल की िाए।   

 

 

स.ं   224] नई ददल्ली, मगंलवार, माचच 29, 2022/चतै्र 8, 1944  

No. 224] NEW DELHI, TUESDAY, MARCH 29, 2022/CHAITRA 8, 1944  

सी.जी.-डी.एल.-अ.-30032022-234674
CG-DL-E-30032022-234674
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प्रारूप जनयम 

1.     (1) इन जनयमों को औषजध (….संिोधन) जनयम, 2022 कहा िाएगा।   

        (2) ये जनयम रािपत्र में इनके अंजतम प्रकािन की तारीख को प्रभावी होंगे। 

2.     औषजध जनयम, 1945 में, जनयम 127 के उपजनयम (1) में,        प    क क       प ,       ख  प    क क  

       प   क      ग , अथाचत्:— 

“प      क           क          , उप      ग  क       ,           क               -    प          

आई   4707 (  ग I)              ग औ               ग         क   ग उप  ग क    क           ग    

  ग क               ग    क  क         ग क         क     

1 2 3 

 
 ग          

 
42085 

4- (  -      -प -               ) -

  ई              - (1- (  -     -  -प -

              ) ∆ 2, 5- 

             ई      ) क                   

 
                      

 
42095 

4 [4- (  -      -प -              ) -      ) 

-4 -               )         ] -2 -(  -     -

  -          ) ∆ 2, 5-              ई      ) 

क    ई             

          19140 3-क      -5-        -1-प -         -4-प -

            -प        क                  

                  15985 1-प  -              -2-       -6-      क 

     क                

 

प   उ 3आ  

 

16155 

 

1-  क   -       -2-       3, 6-        क      

क       क    ई              

       16185 1- (4-    -1-          ) 2-       3, 6- 

         क      क                  

         45430 9-0-क            -6-         2,4,5, 7-     आ    -

3- आ           क               

प   उ       14700 2-(5     -2, 4-      -   )-1-      -4-       क 

     क    ई              

                   42090 4-(9-4- (  -    -प -               ) -      )  

- 2-               ) -        ) - (1- (  -

    -  -प -          ) - 2, 5-

                    ) क    ई             

    ग क    ई  73015 5,5'-    ग     ई      क      क    ई             

           5      

(    -       6  ) 

42640 4- (  -    -प -             ) -     ) - (4- 

(  -    -प - (        -          ) -     ) 

       ) - (  ,   -          -∆ 2,5 -

                   ) क                   
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                      42095 4- (4- (  -    -प -         ) (         ) (4- 

        -      )        ), (1- (  -    -  -

प -         ) - ∆ 2,5-                    ) क  

क             

 
                    
   

 
61570 

1,4-    (ओ-    -प -       )           क  

  ई             

                  61565 1,4-    (प -       )           

                42053 4-(4-(    -प -             )-     ) (4-

        -2               )        ) -(1-  -

    -  -प -          ) ∆ 2, 5, 

                   ) क    ई             

              42100 4- (4-  -    -प -               )       ) - (ओ-

          ) -       ) - 1- (  -    -  -प -

               - ∆ 2,5,                    ) क  

                 

प        क           59040 10-        -3,5,8-प     -         क      क  

                

                      47005   ई                 . 

                   47000 2- (2-       ) -1, 3           

प   उ 2आ  16150 1-         -2-      -3, 6-  ई      क      क  

  ई             

जलथोल रुजबन बी 

 

15850 4-(ओ -     -प  -         )3         -2-      क 

     क                   

                 15850 4-(ओ -     -प  -         )3         -2-      क 

     क  क             

  क        15500 1-0-क              -2-       क                   

  क           15500 1-ओ-क              -2-       क               

लेक रेड डीसीए 15500 1-ओ-क              -2-       क  क             

         26100 आई-प -               -2-        

आ       ओ   26125 आई -                 - 2-         

                 45380 2,4,5,7-        -3, 6-            

ईओ         45380 2, 4, 5, 7-        -9-0 क           -6-        -3-

आ           क               

 ओ      ई  क  45380 2, 4, 5, 7-        -9-0 क           -6-        -3-

आ           क    ईप              

                      45366 2,4,5,7-          -  , 6-             

                  क  45366 9-0-क            -2,4,5,7-         -6-        -3-

आ           क    ई             
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                            45410 2, 4, 5, 7-        -12,13,14,15-           -3, 6-

             

           45410 2, 4, 5, 7-         -9 (3,4,5,6-           - o- 

क            )-6-         -3-आ           क  

  ई             

            .आ . 45457 1,4,5,8, 15-प       -2, 7-   क       -3, 6-       

       

         पक      73360 5, 5-        -3, 3'          -        ग  

  प      (           ) 15880 4- (आई -     - 2 -          -3-         -2 - 

     ईक     ) क  क         क  

             12120 1-(ओ-     -प -        )-2-       

फ्लेवमग रेड 
12085 आई - (ओ-     -प -             )-2-       

  प     (    ) 12350 3-        -  - (  -          ) -4- (ओ-     -प -

        ) -2-            

         13058 ओ -(प  ,β,β-  ई         -  ई           )- 

         )-     क       

        16230 1-       -2-      -6-8-  ई      क      क  

  ई             

     II 15510 1-प -            -2-       क                   

                 45365 4,5-        -3, 6-            

                     45365 9-ओ-क           -1-4,5-         -6-        -3-

आ           क    ई             

  ईआ             45425 4,5 -  ईआ    -3, 6-            

                      45425 9-ओ-क           -6-        -4, 5-  ईआ    -3-

आ           क    ई             

                 क  45425 9-ओ-क           -6-        -4, 5-      -3-

आ           क    ईप              

                       45425 -ओ-क           -6-        -4, 5-      -3-

आ           क    ईप              

        आ  45456 4,5, 15-        2, 7-   क       -3, 6-             

        58000 1,2-                  

  ई                   45371 4 ,5-   ई    -2, 7-      -3, 6-             

               
42090 4- (  -    -प -               ) -       ) - (2-

             ) -       )  (- (1 (  -    -  - प -

         ) ∆ 2, 5-                   ) क  

                

                61530 1-           -4- (ओ-    -प -       ) -           क  

                 

    ग  73000     ग     
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प              42052 4- (4- (  -    -       -     ) -      ) - (5 

        -4-    -2-              ,        ) - 

(  -    - 

  -     - ∆ 2- 5-                   ) क  

                

प              
42052 4- (4- (  -    -       -     ) -      ) - (5 

        -4-    -2-              ,        ) - 

(  -    - 

  -     - ∆ 2- 5-                   ) क  क       

       

क               69825 3, 3-                  

              क 20470 8-     -7-प -              3-        -1-       -3, 

6-        क      क    ई              

         पप        60725 आई-        -4-प -       -          

         89 23910 ---- 

         97 22890 ---- 

         1 42045 ---- 

        3 42045 ---- 

            75480 ---- 

           4 44045 ---- 

            18 12740 ---- 

         12 12740 ---- 

            32 48045 ---- 

            (            ) 11680 (α) -(ओ -      -प  -        )                     

[फा. सं एक् स.11014/14/2021-डीआर] 

  .     प क        , संययक् त      

रिप्पण: मलू जनयम को तारीख 21 ददसम् बर, 1945 की अजधसयचना सं0 एफ.28-10/45-एच (1) के तहत सरकारी रािपत्र 

में प्रकाजित दकया गया और अंजतम बार अजधसयचना सं0 सा.का.जन.______(अ), तारीख: _____,  के तहत 

संिोजधत दकया गया।  

 

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; 

Objections and suggestions which may be received from any person within the period specified above will be 

considered by the Central Government; 

Objections 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 I) 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 

Index 

Number 

Chemical name of the colour 

1 2 3 

Guinea Green B 42085 Monosodium salt of 4-(N-ethyl-p-
sulfobenzylamino)–diphenylmethylone-(1-(N-ethyl-N-p-

sulfoniumbenzyl)∆ 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) ∆ 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-

sulfonic acid. 

 

Ponceau 3R 

 

16155 

Disodium salts of a mixture of 1-alkyl- phenylazo-2-

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)- 

∆ 2, 5-cyclohexadienimine). 

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

Wool Violet 5 BN (Acid- violet 

6B) 

42640 Monosodium salt of 4-(N-ethyl-p-sulfobenzylamino)-

phenyl)-(4- (N-ethyl-p-(sulfonium-benzylamine)-phenyl) 

methylene)-(N, N- dimethyl-∆ 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)- 

∆2,5-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)-anthraquinone 

Fast Green FCF 42053 Disodium salt of 4-(4-(ethyl-p-sulfobenzylamino)-phenyl) 

(4- hydroxy-2 sulphoniumphenyl) methylene)-(1-N-ethyl-

N-p- sulfobenzyl) ∆ 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- ∆ 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-o-carboxyphenylazo-2-naphthol. 

Lake Red DCA 15500 Calcium salt of 1-o-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- (o-Chloro-p-nitrophenylazo)-2-naphthol 

Deep Red (Maroon) 12350 3-Hydroxy-N- (m-nitrophenyl)-4-(o-nitro-p-tolylazo)-2- 

naphthamide. 

Alba Red 13058 o-(p,β,β-Dihydroxy-diethylamino)- phenylazo)-benzoic acid. 

Orange G 16230 Disodium salt of 1-phenylazo-2-naphthol-6-8-

disulfonic acid 

Orange II 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-o-carboxyphenyl-6- hydroxy-4, 5- diiodo-

3-isoxanthone. 

Erythrosine Yellowish K 45425 Dipotassium salt of 9-o-carboxyphenyl-6-hydroxy-4, 5- 

diiodo-3-isoxanthone. 

Erythrosine Yellowish NH 45425 Dipotassium salt of 9-o-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- Dibromo-2, 7-diiodo-3, 6-fluorandiol. 

Alphazurine FG 
42090 Diammonium salt of 4-(N-ethyl-p- sulfobenzyl amino)- 

phenyl)-(2-sulfoniumphenyl)-Methytlene)-(-(1 (N-ethyl-N- p-

sulfobenzyl) ∆ 2 ,5-cyclohexadienimine). 

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

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- ∆ 2, 5-cyclohexadienimine). 

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- ∆ 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 (α) -(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
st
 the 

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