Press note

Tolerance limit of Antibiotics and Pharmacologically Active substances.

The FSSAI has draft notified the Food Safety and Standards (Contaminants,
toxins and Residues) Amendment Regulations, 2017 specifying the Tolerance limit of
Antibiotics and Pharmacologically Active substances.

Whereas use of Antibiotics and Pharmacologically Active substances is required
for disease control, the residue of such Antibiotics and Pharmacologically Active
substances could appear in the food from such animal, in the absence of requisite
measure to control Antibiotics and Pharmacologically Active substances residue in food.
Further, internationally use of Antibiotic and Pharmacologically Active substances are
prohibited in food stuff of animal origin including fish and fisheries products. Further,
there is ample evidence of development of antibiotic resistance in human pathogen, if
these substances continue to come through food. In order to ensure that the residue of
antibiotic in food from animal does not pose a threat to human health, it is necessary to
specify the tolerance limit of Antibiotic and Pharmacologically Active substances in food
stuff of animal origin.

The FSSAI has notified this draft Regulation for inviting comments from
stakeholder within 30 days from the date of availability to public.
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FTT THTIAT o0 1T o SiiT IRt a1] # Aeferfad stfag=erst g |ee gai «(m:

(i) BT ®. 1-12/35Tie e/ (A=) U, vE. U, u.are /2012 fR=iw 3 fREew, 2014,

(i) T, ®. 91.15025/264/13-91.17/ k. vq.0H.0.3%, f3ATH 4 T9a7, 2015;

(iii) T, |. 1-99/1/TH. qT (H5TH)/TH. UH. UH.U.37T< /2009, &A1+ 4 799, 2015;

(iv) BT. ¥.1-99/1/u=.dT (HgUF)/ UH. UH.UH.U.37TS /2014, AT+ 4 75a%, 2015;

(v) . ®.1-10(6)/FEesH/ua.qT (AT 3T Hoed Ic9T8)/ UH.UH. UH.U.37E -2013, 4 5941, 2016 ;
(vi) T, €. 91.15025./264/13-41.0/0%. 0. 09,1775, fadTH 5 s=asy, 2016;

(vii) T, €. 91.15025/264/13-97.0/0%. 09,09, 0.31, &+ 3 92, 2016;
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(viii) T ', 1-99/TH. U (FUF)/ATESI /T TH.TH. 1.3 /2015 &A1 10 e, 2016;

(ix) . #éﬁj{-m(Z)/W/wﬂ’r(nwﬁ AT Aoefl 3oUTe)/TaUHTaUS-2013, faAis 18 Swadt,
2017

MINISTRY OF HEALTH AND FAMILY WELFARE
(Food Safety and Standards Authority of India)
NOTIFICATION
New Delhi, the 7th November, 2017

F. No. 1-100/SP(PAR)-Notification/Enf/[FSSAI/2014.—The following draft of certain regulations further to
amend the Food Safety and Standards (Contaminants, Toxins and Residues) Regulations, 2011, which the Food Safety
and Standards Authority of India proposes to make with the previous approval of the Central Government, in exercise of
the powers conferred by clauses (i) and (j)of sub- section (2) of section 92 read with section 20 and section 21 of the
Food Safety and Standards Act, 2006 (34 of 2006) is hereby published as required by the said sub-section (1) of section
92, for the information of all persons likely to be affected thereby, and notice is hereby given that the said draft
regulations shall be taken into consideration after the expiry of the period of thirty days from the date on which copies of
the Official Gazette in which this notification is published are made available to the public;

Objections and suggestions, if any, may be addressed to the Chief Executive Officer, Food Safety and Standards
Authority of India, Food and Drug Administration Bhawan, Kotla Road, New Delhi- 110002.

Obijections and suggestions which may be received from any person with respect to the said draft regulations
within the period specified above will be considered by the Food Safety and Standards Authority of India.
Draft regulations

1. These regulations may be called the Food Safety and Standards (Contaminants, toxins and Residues)
Amendment Regulations, 2017.

2. In the Food Safety and Standards (Contaminants, toxins and Residues) Regulations, 2011, in regulation 2.3
relating to “Residues”, in sub-regulation 2.3.2—

(@) for clause (2), the following clause shall be substituted, namely:—

“(2) No person shall use any of the following antibiotics and other pharmacologically active substances in any
unit which processes sea foods including shrimps, prawns or any variety of fish and fishery products,
namely.—

1. Nitrofurans including-
(i) Furaltadone;

(ii) Furazolidone;
(iii) Nitrofurnatoin;
(iv) Nitrofurazone.
Chloramphenicol.
Sulphamethoxazole.
Aristolochia spp and preparations thereof.
Chloroform.
Chloropromazine.
Colchicine.

Dapsone.

© 0 N o g bk~ w0 D

Dimetridazole.
10. Metronidazole.

11. Ronidazole.
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12. Ipronidazole and other nitromidazoles.
13. Clenbuterol.
14. Diethylstibestrol .
15. Glycopeptides.
16. Stilbenes and other steroids.
17. Crystal Violet.
18. Malachite Green.”
(b) after clause (3), the following clause shall be inserted, namely:-
(4) The antibiotics specified in column (2) of the tables shall not exceed the tolerance limit specified in column (4) for

the article of food in column (3) of the said Tables, namely:-
Table-1

Antibiotics (used in human beings and animals)

SI. No. Name Food Tolerance limit (mg/kg)
1) (2) (©)) 4)
1. Ampicillin (i) All edible animal tissue 0.01
(ii) Fats derived from animal tissues
(ii1) Milk
2. Cloxacillin (i) All edible animal tissue 0.01
(ii) Fats derived from animal tissues
(iii) Milk
3. Chloramphenicol (i) All edible animal tissue 0.01
(ii) Fats derived from animal tissues
(ii1) Milk
4. Dihydrostreptomycin Sulphate (i) All edible animal tissue 0.01
(Dihydrostreptomycin)/ (i) Fats derived from animal tissues
Streptomycin (iii) Milk
5. Chlortetracyline Hydrochloride (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1) Milk
6. Erythromycin Thiocyanate (1) All edible animal tissue 0.01
() Fats derived from animal tissues
(1) Milk
7. Flumequine (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(ny Milk
8. Furazolidone (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(ny Milk
9. Lincomycin () All edible animal tissue 0.01
() Fats derived from animal tissues
() Milk
10. Oxytetracycline (1) All edible animal tissue 0.01
() Fats derived from animal tissues
() Milk
11. Salinomycicin (1) All edible animal tissue 0.01
() Fats derived from animal tissues
() Milk
12. Spectinomycin Hydrochloride (1) All edible animal tissue 0.01
(Spectinomycin) (1) Fats derived from animal tissues
(1) Milk
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13. Sulphadiazine (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
14. Sulphathiazole Sodium (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
15. Trimethoprim (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
( Milk
16. Cloxacillin (1) All edible animal tissue 0.01
() Fats derived from animal tissues
(y Milk
17. Dicloxacillin (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
18. Sulfadiazine (1) All edible animal tissue 0.01
() Fats derived from animal tissues
(1 Milk
19. Sulfanilamide (1) All edible animal tissue 0.01
() Fats derived from animal tissues
(1 Milk
20. Sulfaguanidine ()  All edible animal tissue 0.01
() Fats derived from animal tissues
(1 Milk
21. Zinc Bacitracin ()  All edible animal tissue 0.01
(minimum 601U/mg dried (1) Fats derived from animal tissues
substance) () Milk
Table-2
Antibiotics (for exclusive use in animals)

SI.No Name Food Tolerance limit (mg/Kg)
1) (2) 3) 4)
1. Amprolium Hydrochloride (1) All edible animal tissue 0.01

(1) Fats derived from animal
tissues
(ny Milk
2. Apramycin Cattle
Sulphate Kidney 0.01
Sheep
Kidney 0.01
3. Carbadox (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(nyMilk
4. Ceftiofur Sodium (Ceftiofur) Cattle
Muscle 1
Liver 2
Kidney 6
Fat 2
Milk 0.1
Pig
Muscle 1
Liver 2
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Kidney 6
Fat 2
5. CeftiofurHCI (Ceftiofur) Cattle
Muscle 1
Liver 2
Kidney 6
Fat 2
Milk 0.1
Pig
Muscle 1
Liver 2
Kidney 6
Fat 2
Cephapirine Benzathine () All edible animal tissue 0.01
6. interauterine () Fats derived from animal tissues
(ny Milk
(1) All edible animal tissue 0.01
7. Clopidol () Fats derived from animal tissues
(ny Milk
8. Cloxacillin Benzathine (1) All edible animal tissue 0.01
() Fats derived from animal tissues
(ny Milk
9. Colistin Sulphate Cattle
Fat 0.15
Muscle 0.15
Kidney 0.2
Liver 0.05
Milk 0.15
Pig
Muscle 0.15
Fat 0.15
Liver 0.15
Kidney 0.2
Sheep
Liver 0.15
Milk 0.05
Muscle 0.15
Kidney 0.2
Fat 0.15
Goat
Kidney 0.2
Muscle 0.15
Liver 0.15
Fat 0.15
Rabbit
Fat 0.15
Muscle 0.15
Liver 0.15
Kidney 0.2
Chicken
Kidney 0.2
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Liver 0.15
Eggs 0.3
Fat 0.15
Turkey
Muscle 0.15
Liver 0.15
Kidney 0.2
Fat 0.15
10. Danofloxacin Cattle
Muscle 0.2
Liver 0.4
Kidney 0.4
Fat 0.1
Pig
Muscle 0.1
Liver 0.05
Kidney 0.2
Fat 0.1
Chicken
Muscle 0.2
Liver 04
Kidney 0.4
Fat 0.1
11. Enrofloxacin ()  All edible animal tissue 0.01
() Fats derived from animal
tissues
(n Milk
12, Ethopabate (1)  All edible animal tissue 0.01
() Fats derived from animal
tissues
(1 Milk
13. Flavophospholipol (Flavomycin) (1) All edible animal tissue 0.01
() Fats derived from animal
tissues
(1 Milk
14, Monensin Sodium (Monensin) Cattle
Muscle 0.01
Liver 0.1
Kidney 0.01
Fat 0.1
Milk 0.002
Sheep
Muscle 0.01
Liver 0.02
Kidney 0.01
Fat 0.1
Goat
Muscle 0.01
Liver 0.02
Kidney 0.01
Fat 0.1

Chicken
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Muscle 0.01
Liver 0.01
Kidney 0.01
Fat 0.1
Turkey
Muscle 0.01
Liver 0.01
Kidney 0.01
Fat 0.1
Quiail
Liver 0.01
Kidney 0.01
Muscle 0.01
Fat 0.1
15. Moxidectin Cattle
Muscle 0.02
Liver 0.1
Kidney 0.05
Fat 0.5
Sheep
Muscle 0.05
Liver 0.1
Kidney 0.05
Fat 0.5
16. Sulphaquinoxaline (1) All edible animal tissue 0.01
() Fats derived from animal tissues
(ny Milk
17. Sulfadimidine Sodium Cattle
Milk 0.02
Not specified
Muscle 0.1
Fat 0.1
Kidney 0.1
Liver 0.1
18. Tilmicosin Cattle
Muscle 0.1
Liver 1
Kidney 0.3
Fat 0.1
Pig
Muscle 0.1
Liver 15
Kidney 1
Fat 0.1
Sheep
Liver 1
Kidney 0.3
Fat 0.1
Chicken
Liver 2.4
Kidney 0.6
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Muscle 0.15
Fat/Skin 0.1
Turkey
Liver 14
Kidney 1.2
Muscle 0.1
Fat 0.25
19. Tylosin Cattle
Muscle 0.1
Liver 0.1
Kidney 0.1
Fat 0.1
Pig
Muscle 0.1
Liver 0.1
Kidney 0.1
Fat 0.1
Sheep
Muscle 0.1
Liver 0.1
Kidney 0.1
Chicken
Muscle 0.1
Liver 0.1
Kidney 0.1
Fat/Skin 0.1
Eggs 0.3
20. Tyvalosin Tartrate (1)  All edible animal tissue 0.01
()  Fats derived from animal tissues
(- Milk
21. Virginiamycin (1)  All edible animal tissue 0.01
()  Fats derived from animal tissues
(- Milk
Table-3
Other Veterinary Drugs
S.No. Name Food MRL (mg/Kg)
) 2 ®) 4)
1. Acepromazine Maleate (1)  All edible animal tissue 0.01
() Fats derived from animal tissues
(- Milk
2. Albendazole Species not specified
Muscle 0.1
Liver 5
Kidney 5
Fat 0.1
Milk 0.1
3. Amitraz (1)  All edible animal tissue 0.01
(1) Fats derived from animal tissues
(- Milk
4, Aspirin (1) All edible animal tissue 0.01
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(1)  Fats derived from animal tissues
(- Milk
5. Bugarvaquone (1)  All edible animal tissue 0.01
(1) Fats derived from animal tissues
(- Milk
6. Buserelin Acetate (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(- Milk
7. Butafosfane (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(- Milk
8. Butalex (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(- Milk
9. Butaphosphan (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(- Milk
10. Calcium Borogluconate (1)  All edible animal tissue 0.01
()  Fats derived from animal tissues
(- Milk
11. Calcium Magnesium (1)  All edible animal tissue 0.01
Borogluconate (1)  Fats derived from animal tissues
(- Milk
12. carboprost tromethamine (1)  All edible animal tissue 0.01
() Fats derived from animal tissues
(- Milk
13. Cefquinone Sulphate (1)  All edible animal tissue 0.01
(1) Fats derived from animal tissues
(- Milk
14. Chloral hydrate (1)  All edible animal tissue 0.01
()  Fats derived from animal tissues
(- Milk
15. Claprostenol sodium (1) All edible animal tissue 0.01
()  Fats derived from animal tissues
(y  Milk
16. Closprostenol Sodium (1)  All edible animal tissue 0.01
()  Fats derived from animal tissues
(- Milk
17. Closantel Cattle
Muscle 1
Liver 1
Kidney 3
Fat 3
Sheep
Muscle 15
Liver 15
Kidney 5
Fat 2
18. Clenbutrol Hydrochloride Cattle
(Broncopulmin powder) Muscle 0.0002
Milk 0.00005
Liver 0.0006
Kidney 0.0006
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Fat 0.0002
Horse
Muscle 0.0002
Fat 0.0002
Liver 0.0006
Kidney 0.0006
19. Diethylcarbamazine (1) All edible animal tissue 0.01
() Fats derived from animal tissues
(ny Milk
20. Dimetridazole (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(ny Milk
21, Dinitolmide (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(ny Milk
22. Doramectone Cattle
Muscle 0.01
Liver 0.1
Kidney 0.03
Fat 0.15
Milk 0.015
Pig
Muscle 0.01
Liver 0.1
Kidney 0.03
Fat 0.15
23. Dexcloprostenolum (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
24, Flunixin Meglumine (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
25. Halofuginone (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
26. Haloxon (1) All edible animal tissue 0.01
() Fats derived from animal tissues
(1 Milk
217. Ivermectin Cattle
Milk 0.01
Liver 0.1
Fat 0.04
Pig
Liver 0.015
Fat 0.02
Sheep
Liver 0.015
Fat 0.02
28. Kaolin (1) All edible animal tissue 0.01
() Fats derived from animal tissues
(1 Milk
29. Ketamine hydrochloride (1) All edible animal tissue 0.01
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(1) Fats derived from animal tissues

(1 Milk
30. Levamisole Hydrochloride Cattle
(Levamisole) Muscle 0.01
Liver 0.1
Kidney 0.01
Fat 0.01
Pig
Muscle 0.01
Liver 0.1
Kidney 0.01
Fat 0.01
Sheep
Muscle 0.01
Liver 0.1
Kidney 0.01
Fat 0.01
Poultry
Muscle 0.01
Liver 0.1
Kidney 0.01
Fat 0.01
31. Lithium Antimony Thiomalate | (1)  All edible animal tissue 0.01
()  Fats derived from animal tissues
(- Milk
32. Luprostiol (1)  All edible animal tissue 0.01
() Fats derived from animal tissues
(- Milk
33. Madramicin (1) All edible animal tissue 0.01
()  Fats derived from animal tissues
(- Milk
34, Magnesium Hypophosphite (1)  All edible animal tissue 0.01
()  Fats derived from animal tissues
(- Milk
35. Mastijet Flarte () All edible animal tissue 0.01
() Fats derived from animal tissues
(- Milk
36. Meloxicam () All edible animal tissue 0.01
()  Fats derived from animal tissues
(i)  Milk
37. Mepyramine () All edible animal tissue 0.01
() Fats derived from animal tissues
(- Milk
38. Methyl Hydroxybenzoate (1) All edible animal tissue 0.01
()  Fats derived from animal tissues
(- Milk
39. Nandrolone Laurate (1) All edible animal tissue 0.01
()  Fats derived from animal tissues
(i)  Milk
40. Niclosamide (1) All edible animal tissue 0.01

(1)
(1)

Fats derived from animal tissues
Milk
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41. Nimesulide () All edible animal tissue 0.01
(1)  Fats derived from animal tissues
(- Milk
42, Nitroscanate (1)  All edible animal tissue 0.01
(1)  Fats derived from animal tissues
(- Milk
43. Nitroxynil (1) All edible animal tissue 0.01
(1)  Fats derived from animal tissues
(- Milk
44, Oxybendazole (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(- Milk
45, Oxfendazole Group MRLs for the sum of fenbendazole, oxfendazole and
oxfendazole sulfone (as oxfendazole sulfone equivalents)
Cattle
Muscle 0.1
Liver 0.5
Kidney 0.1
Fat 0.1
Milk 0.1
Pig
Muscle 0.1
Liver 0.5
Kidney 0.1
Fat 0.1
Sheep
Muscle 0.1
Liver 0.5
Kidney 0.1
Fat 0.1
Milk 0.1
Goat
Muscle 0.1
Liver 0.5
Kidney 0.1
Fat 0.1
46. Oxyclozanide (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
() Milk
47. Parbendazole (1) All edible animal tissue 0.01
() Fats derived from animal tissues
(1 Milk
48. Pentobarbitone (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
49, Praziquantel (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
50. Pregnant Mare Serum (1) All edible animal tissue 0.01
Gonadotrophin (Il) Fats derived from animal tissues
(1 Milk
51. Proligestone (1) All edible animal tissue 0.01
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(1) Fats derived from animal tissues
() Milk

52. Promazine Hydrochloride (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
53. Propofol (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
54, Prosolvin (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
55. Rafoxanide (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
56. Ronidazole (1) All edible animal tissue 0.01
() Fats derived from animal tissues
(1 Milk
57. Semduramycin Sodium (1) All edible animal tissue 0.01
() Fats derived from animal tissues
(1 Milk
58. Sulpha Chloropyrazine Sodium | (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
59. Sulphaquinoxaline (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
60. Suramin (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
61. Thiabendazole® Cattle
Muscle 0.1
Liver 0.1
Kidney 0.1
Fat 0.1
Milk 0.1 mg/l
Pig
Muscle 0.1
Liver 0.1
Kidney 0.1
Fat 0.1
Sheep
Muscle 0.1
Liver 0.1
Kidney 0.1
Fat 0.1
Goat
Muscle 0.1
Liver 0.1
Kidney 0.1
Fat 0.1
Milk 0.1 mg/l
62. Tiamulin Hydrogen Fumarate (1) All edible animal tissue 0.01

(1) Fats derived from animal tissues
() Milk
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63. Totrazuril (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
64. Tylvalosin tartrate (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
65. Triclabendazole Cattle
Muscle 0.25
Liver 0.85
Kidney 0.4
Fat/Skin 0.1
Sheep
Muscle 0.2
Liver 0.3
Kidney 0.2
Fat/Skin 0.1
66. Xylazine HCI (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
67. Clorsulon (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
68. Diminazene Diaceturate Cattle
(Diminazene) Muscle 05
Liver 12
Kidney 6
Milk 0.15 mg/I
69. Hydrocortisone (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
70. Phenazone (1) All edible animal tissue 0.01
() Fats derived from animal tissues
(1 Milk
71. Praziquantel (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
72. Quinapyramine sulphate (1) All edible animal tissue 0.01
() Fats derived from animal tissues
(1 Milk
73. Cefphactril Sodium (1) All edible animal tissue 0.01
() Fats derived from animal tissues
(1 Milk
74. Chlorpyridazine Sodium (1) All edible animal tissue 0.01
() Fats derived from animal tissues
(1 Milk
75. Coligen (1) All edible animal tissue 0.01
() Fats derived from animal tissues
(1 Milk
76. Doramectone (1) All edible animal tissue 0.01

(1) Fats derived from animal tissues
(1) Milk
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77. Tiaprost Trometamoal (1) All edible animal tissue 0.01
(1) Fats derived from animal tissues
(1 Milk
PAWAN AGARWAL, Chief Executive Officer
[ADVT.-111/4/Exty./302/17]
Note : The principal regulations were published in the Gazette of India, Extraordinary Part Ill, Section 4, vide

notification number F. No. 2-15015/30/2010, dated the 1st August, 2011 and subsequently amended vide
notification numbers—
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1-10(6)/Standards/SP(Fish and Fisheries Products)/FSSAI-2013, dated 4th January, 2016;
P.15025./264/13-PA/FSSAI, dated 5th January, 2016;
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