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S Food Safety and Standards Authority of Indla. 5

(A Statutory Author1ty Established under the Food Safety and Standards Act 2006)
i B A I"DA Bhawan, Kotla Road New Delhl 110002 -35 eimat e e

ated 16' October,ZDZ(]

- Sub]ect Dlrectxon under Sectlon 16 (5) of Food Safety and Standards Act 2006 regardmg
o 1mport of specxalty foods for IEM and hypoallergemc condltlons- reg ‘ 3
In contmuatlon to the carher dII‘CCthI’l dated 20 O/} 2020 [copy enclosed) 1t has been

-~ further dec1ded to allow the 1mport of l-ood for Spemal Medlcal Purposes (1 e. I‘ood for InbOrn '
e errors of metabohsm and hypoal]ergemc condmons) as hsted in the Annexure-A for a further
b period of six months from 02.11. 2020 i till 01. 05 2021 or t111 thelr standards are notlfled

- whu:hever Is earher
2., TFurther, for bettcr control the lmport of suchprodut:t's: shall (_;ontin__ue to -be.,:pe"rrni_tted
through Delh1 and Mumba1 ports only ' L oS e A P S S Mo

B lhls issues w1th the approval of tho Competent Authorlty 1n eXerclse of the power :
‘ ‘vested wnh I‘ood Authorlty under Sectlon 16[5) ofI*ood Safety and Standards Act 2006

I

(Dr AmltSharma],‘-)f ey ot
:: Dlrector [Imports)
Emall dramlt sharma@fssal gov in
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N All Central I)e51gnated Offlces ofFSSAI R e R

COPonr mformatlon to— 2 - PR e s LT el R E e s b

W CED [Comphance Strategy) lSSAI HQ
e Advisor (Science &Standards) I‘SSAI IIQ
e Head [Regulatlons] I‘SSAI HQ :
e Head (QA), FSSAI- HQ '
e Head (RCD), FSSAIHQ
e Head (L ega] I‘SSAI IIQ
e Director [SBCD) T'SSAL- IIQ
e - Deputy Commissioner, SW, CBIC S Aty : : !
A ,crro }-SSAI -HQ (foruploadmgon t«ssmwebslto)-] it U Sl e

all off1c1als of Custorns Department worklng as Authorlsed Offu:ers for s
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. Advisor (QA), I“SQAI HQ '
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oo l* No Stds/Nutra ~1EM/FSSA1 2016
S : liood Safety and Standards Authority ofndia
L e (A .)tatutory Authonty estab]mhcd under the Food S'lfcty & Standards Act, 2006)
g [chulaLlon division) - : :
FDA Bhawan, Hutla Raacl New Delhi—110 002

o --_Date_‘d;-ﬂ;é S piMay, 2019

ood ‘Safety and Standards Act, 2006

Dn ectmn under Sectmn 16[5) “of. 1'
regardmg lmport ot qpecmlt:v foods for IEM and hypuallergemc conditions,

In contmuatlon to thc earlle1 du chon datcd 01 11 2018 (copy enclosed) 1t has
“been further decided to al llow the import of Food for Spec;al Medical Purposes (i.e.

Tood for Inborn errors of. metabohsm and hypoallclfremc conditions) as listed in
the Annexure A for a further pcnud of one ye'\r [rom 02 05 2019 or till Lhe:r

iy _‘standards are notlflcd Whl(.hGVE]" is carhe

et g I‘urthcr, for bettex control the 1mpoxt of such pmducts"shall_continue_ to be:

il permltted thir cmgh Dellu and Mumba] pom only

3. r.'Thm issues wnth the apploval of th Cumpct(.nt I\uthonty in excrcise of the powm e
- vested wn_h ¥ uod Authomly under Scctlun 16(5) Ufl"ood bafcty and ‘Standards ‘Act, 2006.
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In: mntmln’cion to the ea
~ decided to allow the lmport of Food for Spec

- period of six mnnths from 02. 11 2018 or till their

=i 02. 11 2016 -mMay.. bé read as those. mentlon

Encl osure: VZZl‘S: above

 To

‘ Cnpy fm 1nf0rmaLton to

T, No. Stds/Nutra—lEM /FSSAI 2016 B
s I‘nud Sal’ety and Standards Anthority af‘lndia e
[A StatutmyAuLhor!ty under the Mlmscry of' Haalth and Fam[ly Welfare, Gout nflndla)

e

I‘DA Bhawan, I(utla Road,N‘ew Delhl 110 (}02 P R T

Dated the\Nuvember, 2018_';, sk

ub]e(:t Dn ection under Sectmn 16(5) of T‘ond Safety and ‘Standards Act, 2006 regﬂrdmgf,,. : i;

-',‘-Vlmpm L o[ Spel:lalty fuods for !EM and hypuallergemc cundltmns— Reg. ;

11181' dlI‘ECthn dated 0? 11 2016 (copy enclused) 1t has been f‘ul‘ther. b
lal Medu:al PUIPDSES (ie: Food for 15 lnbom errors - - 4
dstmns] as. listed in’ the. Annexure A for a fur ther L ol
standards are notlﬁed whichever is earlier: -

St No.. T of Annexure enclosad ‘with' - dlrection dated;"'-f."r
ed m Annexme—A enclosed Further, fm hetrer

ntrol the xmport shal] still be permJLLed Lhrough Del}n and Mumbm ports unly

of metabolism ‘and two hypoallergemc con

The Hypoallergemc com:htion at:

This lssues w1th the appmval of the Cumpetent Authorlty

ity (Suneeli"l‘ote]a):.
U Director (lmports)
FS‘%AI HQ, NewDelhl ran ,:f__‘

‘Sh ?uhau‘ Rlaz Director (Custom';], M1 istry of Fi ) e
* All'Commissioners. of Food Satety e AT B T A i :
Al Authorized Officers, FSSAL - i ’.-;3 f g S e ey
.AIlCentral L[censingAuthmmeb ofFSSAI T

L. 'PPS; to Chanperson, FSSAI
2 'PS to CEO, FSSAI - :
“All DlreLLors, FSSAI
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. Annexure = A

. Inbmnlhrarso! Mef.abnhsm (ILM)Coﬁditions’ i A
Lo | SN ; Mv-dmal Londltion S e " Description :
! : _"'_;:.". Maple syrup urine disease e 1soleuune, Leucine and Valine troe dlet powder
A g L) Glutaric Ac1demla lypel _Ly_t_n_nc free and leptophan 1ow/free diet powdcr
Alg 3. Homocyatmuria W_J#_I\_fi_e_t}u_o'mje free dleLpOWdEI
| { i i |£1 . IFOV’IIEIIC Acldemm ';'-7' P g Leucmeirw diet powde1 Bt o : '
. Hles gl AAT 3 Methlcmtnnyl LGl ‘ o
Al Calbuxylase Deﬂuency,
E SR I - Mei.hylgluiaconyPCOA
T gl 4 Hydlatase Deficiency. : :
1 Tr— MethvlmalomcAc1dem1as,—_’—,7 Isolnucme,MLﬂuoan Thleomne and Vulme free
e B P\mennAmderma 5 ‘-—‘gl_a*ipowdm : : -
i Amlno acnd mLtabollc T Protein: and amino. ac1d ﬁ ee chet powder (with -
| disorders S __* ‘and without fat) _ '
G R AT L Phcnvllcetonuna (PKU) ; thy]alamne free chetpowdel '
T R [B. [ DUreaCycle Dhordcm, TR Non-esqenual amino acid free diet powder
i o 2 ‘Arginivenia, . ' |
. s ArgmlnosuccmlcAuduua,
Sy Carbamoylphosphate
4t bynLheLasc, Dehuencyl ;
| | citealivemia W e IR L e g 2
7 ‘[ Tyrosinemia” L F'PhenylaﬁiTﬁd ’l‘yrc')sin? free diéfpowder. g
A70. | Galactosemm =T - | Galactose free formula
i1, | 3-Hydroxy Long. Lhaln Acyl-f" J.CHAD. Dchmency |
I I8 oA Dehvdrorf(,nasv Dcflciency i '
ﬁ.— r;_chfect:; inthe er'ﬂummal T Milkjprote_i_n-hased_powdm with medium- cham—d
hydmlvsw of fat; defective. . o tl'iglycéri'dqs. [_MCT)_tor children and adult"

"mur,osal fat absorption;
2 defective lymphatm transp mL
e offat !

: B iy leawhﬂndaqe denuenues, . PrDLom hydrolysat@ tormuia base: powder with-
i __Dlsor'clels of car bohych ate- " ... | iron for use with added carhohydrate ;
0| metabolism N i e
S ";Sucrase/ 150Tnd]LaSO
i ideficiencyy e
SR Fructose mto]ermce :
| Al Nonvlcetnucllyperglyummm Pl m.un rl ee for mula
] : Lysmurlcpmtun intolerance, = .| : e 3 s ;
T - 2 __.___——'——_"_____o————‘—'_____————‘—“—- ———_‘-‘—rd—_-_—ﬁ’__
il 2l Glucmetranspmtdcfect((‘lutl Low carbohydrate, sucrose, fructose , sugar free
‘:__.-__4 ____.._———‘— e s 0 -———____‘__'_____——*'—___—___—‘L'___________———'—‘—‘—_‘




.complex defic1ency

def); Pymvat(, dehvdmgenase ..formula- .

: :
1. SLvere allergy' duc to multlplt.
" | food protein intolerance that:
‘cannot be sffectively managed
| by extensively hydroly'/ed :
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