





5. The above conditions shall also apply to domestically produced specialty food
products for which FSSAT shall grant permission after due examination.

RakeshGharidra Sharma
Director (Imports)

Enclosure: as above

To

Sh. Zubair Riaz, Director (Customs), Ministry of Finance
All Commissioners of Food Safety

All Authorized Officers, FSSAI

All Central Licensing Authorities of FSSAI

il =

Copy for information to:
1. PPS to Chairperson, FSSAI
2. PSto CEQ, FSSAI
3. All Directors, FSSAL
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and Hypoallergenic conditi

S.No | Medical condition Description ]
A, 1EM Conditions '
1. Maple syrup urine disease Isoleucine, Leucine and Valine free diet |
‘ : powder ‘
2, Glutaric Acidemia Type | Lysine and Tryptophan free diet powder
3. Homocystinuria Methionine free diet powder
4, [sovaleric Acidemia, Leucine free diet powder
3-Methylecrotonyl-CoA,
Carboxylase Deficiency,
3-Methylglutaconyl-CoA,
Hydratase Deficiency
5. Methylmalonic Acidemias, Isoleucine, Methionine, Threonine and
Propionic Acidemia Valine free diet powder
6. Amino acid metabolic Protein and amino acid free diet powder
disorders (with and without fat) '
7 Phenylketonuria (PKU) Phenylalanine free diet powder
B. Urea Cycle Disorders, Non-essential amino acid free diet
Argininemia, powder
Argininosuccinic Aciduria,
Carbamoylphosphate’
Synthetase Deficiency1,
Citrullinemia
9. Tyrosinemia | Phenylalanine and Tyrosine free diet
‘ powder '
10. Galactosemia Galactose free formula
11 3-Hydroxy Long Chain Acyl- LCHAD Deficiency
CoA Dehydrogenase Deficiency
12. Defects in the intraluminal Milk protein-based powder with N
hydrolysis of fat; defective medium-chain triglycerides (MCT) for
mucosal fat absorption; children and adults
defective lymphatic transport
of fat ' '
13. Disaccharidase deficiencies; Protein hydrolysate formula hase

Disorders of carbohydrate
metabolism

Sucrase/ isomaltase deficiency,
Fructose intolerance

powder with iron for use with added
carbohydrate.




14. | Non-ketotic Hyperglycinemia, | Protein free formula
Lysinuric protein intolerance
15. Glucose transport defect(Glutl | Low carbohydrate, sucrose, fructose ,

def), Pyruvate dehydrogenase
complex deficiency

sugar free formula

B. Hypoallergenic Canditions

1 Severe allergy due to multiple | Amino acid based Hypoallergenic
food protein intolerance that formula
cannot be effectively managed
by extensively hydrolyzed
formula
2 Severe allergy due to intact For Cow’s milk allergy

milk protein & soya protein

Hypoallergenic Formula
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A. The products approved/agreed for licensing

Annexure -l

S. No. Product - Medical Condition
L, Balance metanutrition PKU 1 (for infants & children) Phenylketonuria
2. Balance metanutrition PKU 2 (for children & adults) Phenylketonuria
3 Balance metanutrition PKU 3 (for children & adults) | Phenylketonuria B
4. Balance metanutrition MSUD 1 (for infants & children) | Maple Syrup urine disease
5.. Balance metanutrition MSUD 2 (for children & adults) Maple Syrup urine disease
6. Balance metanutrition HCY 1 (for infants & children) Homocystinuria
7. Balance metanutrition HCY 2 (for children & adults) | Homocystinuria
8. Balance metanutrition IVA 1 (for infants & children) Isovaleric Acidemia
9. Balance metanutrition IVA 2 (for children & adults) 7 Isovaleric Acidemia
10. Balance metanutrition MMA/PA 1 (for infants & children) Methylmalonic Acidemias/
B - Propionic Acidemia
11. Balance metanutrition MMA/PA 2 (for children & adults) Methylmalonic Acidemias/
) Propionic Acidemia
12. Balance metanutrition UCD 1 (for infants & children) | Urea Cycle Disorders
13 Balance metanutrition UCD 2 (for children & adults) | Urea Cycle Disorders
14. Balance metanutrition TYROS 1 (for infants & children) Tyrosinemia
15: Balance metanutrition TYROS 2 (for children & adults) Tyrosinemia
16. Balance metanutrition GA 1 (for infants & children) Glutaric Acidemia Type [
17. Balance metanutrition GA 2 (for children & adults) _ | Glutaric Acidemia Type I
18. Balance metanutrition AAMD 1 (for infants & children) Amino acid metabolic
| disorders
19. Balance metanutrition AAMD 2 (for children & adults) Amino acid metabolic
S disorders
20. Balance metanutrition GLC (for infants & children) Galactosemia B
21. Balance metanutrition LCHAD (for infants & children) LCHAD Deficiency
22. Balance metanutrition LD (for infants & children) Defects in the intraluminal
hydrolysis of fat, defective
mucosal fat absorption,
defective lymphatic transport
) offat 7
23. Balance metanutrition CMD (for infants & children) Disorders of carbohydrate
; S metabolism
24. Balance metanutrition HLP (for infants & children) Non-ketotic Hyperglycinemia
25. Balance metanutrition GTD (for infants & children) Glucose transport defect
26. Balance metanutrition MFPI (for infants & children) Amino acid based
| hypoallergenic formula
27, Balance metanutrition SA MP/SP (for infants & children) Severe allergy due to intact
milk protein and soya protein
B. The products not approved/agreed for licensing
28. Balance metanutrition LPS (for infants & children) Low  protein  supplement,
~amino acid free




