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afgET
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W1, §. €S/ Us uwdi/AfSgEaT (04)/U%6.0H. 9. C.AS-2019.—&T qIET dX AT (|TA
ITITE O ¥ GTer ggdrsy) Af=aw, 2011 &7 i genem &34 % o wtaur @fFaat w1, ™ 9=
G qIEAT T ATAF TTEHI FT, Fealq T F g3 AT o, GTar qRaT v 7 stfaf="aw, 2006
(2006 FT 34) FT &IT=T 16 F FTF TCST GTT 92 FT ITLT (2) F T (F) FIET T&T IRAT FT TIRT F:d §T
FAT T yE=qTa g, Feterfea srey 39 a9y srfteat & s F o, e 399 gqried g it qaraEr
g, ST AT AT g 92 H ITITRT (1) FT ATATTATT THRTIAT THAT SITAT § 30 I TAAT &F STt g 6
3 greq faffaet o sw arie &, S 3w aer i afaat, S gy ateeEar swrtda & S g,
ST HT ITASH FAT &1 STt &, e Fae it srafer i amrta & weanq fB=me frar s,

& T qATE, TS IS &, T FTAHRT ATERTL, AT G AT 37T AT TTFAFHT, @y e
AT T TG, FHreaT e, 7% fFeeii-110002 H¥ JT GT=r ITEHTT F 7 99 regulation@fssai.gov.in
T ST ST A,

3 wrey faffawt F g9y § ot =afe & =0 vy BAfEe safe & amfa & 9@ ama e =i
TATAT 9T G ITEHT0T ZIT o= & S |

ey fAffaw

1. = fafRast &1 grer qaT siT 919 (| 3aTe 7IE o7 @ ggarsy) "ered f&fF e, 2019 war
ST FhaT 2 |

2. T AT 37T A9 (G IeqTE qT9 3 g1y qgarey) fafaaw, 2011 &, fofagw 2.1 4,
(F) ‘g * forg v | gateq 30 AfHaw 2.1.2 +,

2328 GI/2019 (€)]
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(M)

() ‘Ferawor & "@&fad 75 1 ®, IT-AF (1) F T9ATd MEAfored S9Y-9g f Fq:Earag

STTUATT, o7fiet:-

“(FT) STT RETLTHT STAAT THFAT F HFT g9 —
9T - o7 [T ATAT TR F HFT T F ATAd ITAAT 3U-HE (F), (F) H;E (M) H
fafafate goor & feft off yove & qome v o soore & 2, oed demaw g grEerertae
7T Tohelt oTe ST TThAT o ATETH § TRLLTHT 1 6T Hl TATd €9 F FH 647 797 2|
ffT % o yoamr § @t 7 g S F9T T tHuAuE S 950 747 2 # SU-AE (F) &
SO ATeTRT | Haterd  §oeh & Aqed gl Tg ScaTE TeTAFd, Fa99, AT
STraT T I=F AT 9¥ IATRA 21 FohdT ¢ AT FAFaferierd storearsti F sreT g -
(i) ‘ST THMHTLAT T8 | 1% & FF TETARL g, 3T
(i)  ‘gUrFETATFT FL H 0.01% T FH TTHLTH ZAIT |
(I) ‘e T & 9iaT 92 6 ° IU-A% (F) ®, MAfererd 78 F sed:e1hd ST, 9714, -
(i)  TT THMH AAAT THMHAFT T o6 ATHA |, I FT ATH AT IR
FAAT FITMHFTTLFD oo, T EOM, SEH REFd oI & 39
TETerd o8 o ATH & 97 SO o 9 | g 94T e = g
THIT 3T g IeaTal & forg arerek o weteg su-fafFaw 2.1.17 §, e 1 ¥, 3u-me (F) ° et
IT-HE FT ST SATUST; -
(F) AISITAT FIA STSURE IS &, ST G T T-98] G % ITLFT Fhvash griavied e Icae
FLA AT TFANTCAT o FALT F FqT THTH ST THLT TR0 GTLT ITed FohAT STar g1 Zaeht |Haer
TET A o o7 HATIH TAFETE gl & 3T THART W HLId-He e 99 giaT 2|
HISTIAT AradT it 31T AT F T 3T s % v a0t Sm/ere 3 9+ grar g 3fi wd + forg
SUIFT AT g AISTLAT &l “qTaT TheATer” THEhe0T T a7 S1dT ¢ o dqid ST pH AT
T TET T T AT SATAT €, BT F ATIH T ST 7Fd g9 dF el STTT g 3T T8 F4797 ST
21 I H T T T T ATGT 8 3 gt =TT SArar g, Jeqe=ara sfiqas grar o9 e Smar g
FIATESH  3f¥ FHIATESH IATET & o0 qTeek | Fatda s9-faf=aw 2.1.23 % ge=arq, Mmtofea v
“2.1.24 378 wiUe Tree & forw g
g 9% =9 37 fAfREm it |7 1 # 2o aivariog S8 wiite aesr wAr gar gl v
1. fEEwor -

F) LI WS ITITY K TY IATE B & forereht faeradr 7g greht § o Sud garerd &t 3=
qTAT 2T &
1) g & [ G amar g, e Bodft fedes & 9w & "mem 7 8w
STIRTHAT T HAT TH, 9, B, HIF /ATAT  HIST AT SA/rTaT THT AL 6T
Fodl AATIAT T T AT AT T e, 7 & Fgern, gerswe Ireq T Srar 2,
EIEREN

2) ST YHERTO qEATRE & ST o Srar g ored, Seat FwAt 9ty S (F) % siaid
& e g 7 e €, T 3wy 39 &7 gy wdw, 7 T grererk, &1 Fewr aftafea
v Ty uikfofa us O sifaw Ioare % w7 # g g SEe deued a8t g 8 S
Az 2(M ¥ fafafds 8
* TH WIEH I Y AAAT T IcATaT AE IWAT ITATI ! TICATHT, ST AETIAT o6 TART o ol
Fom-fAger, sroparoat sife & Safaa S TTaamT & g2 | e 37 9 Ioaral & forg |remr
AT & Hatad S9-fafa=| 2.1.1 % 9197 9T S
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) Gy TS ISy A IIHTUE 18T ¢ N Big WHUE § a9 T ST 8l 8 e,
g & e, 7 5 gerershay, & Rameor § yreg it et gl

) “FY T T3S S ILHUE TT3ST g Torereht THAT0T e q=fiue 7 f&m Srar g
2, SfAaTd Hesd ST o T FIEE —
F) FoAl ATHAT
i) =TI WHUE q8SY ¢ @Y WHUE, g WU, HiF WHUe |, | "4gl WHUe
SAIY/3TaaT THY WY & [T IFT T IR
i) =g W ISy | gy Wi
i) T WHUE 8T ;. T AT
@) FqHT Heeh
HIETATESe-0d ICUTal At § =T dFers

M TqEeh

RIS T TEAUE UTsEY BIERRGLCRIEER T THTE T3S
(1) (2) 3) (4)

I, 76.0% 76.0% 76.0%
SR,
A, %
(m/m)
EIPELE: 1.1% 1.1% 0.8%
AT, (m/m)
0 74, 1.5% 1.5% 1.5%
aferad, %
(m/m)
09, 14.0% 12.0% 12.0%
Ftersha™, (m/m)
srEar, 5.0% 5.0% 5.0%
afersad, %
(m/m)
A ] = a =g =g
afersay

*Tfd, ITUTRl § AAiT TUUHT T TRIAHT HIAIGIESe aMT ot HOEAfrd gl Jhd g, qATH,
FIITRT T HTAT Tl AT I o6 & H oqad I STAT g1 T AiATgrzee & 100 STt
H 95 9T STAG I LRI gl gl

“*JTRAT T HTAT § IR F FIETATSAT T T FIeqferd Fat grar 2|
3. EIEEERIERE

(F) =T AT & ST ST AT AL AT IS (o0 @Ter 9gaisa w1 IUANT qHd
Tt 2l

(=) sr=eit Fafamtor agfoat it gemstt F siava qeierd o IUgead THERT el F ST
ot ST =rfew) =9 wishar serar S were 33§ U F9A F forw pH #r 9feds w5 9T s
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IATE BT | AT A AR aTf TaTd (FRSFANNE THHE, HodH gregFdrse, Teforad
TESFATES ST HISTW ZTEgFaTEe) Aieatord g

4. TE=zAl —

il

Zoare =4 fafagt & uffore = & gy areew & foro fafafes gem Sfafe srremst & aqeq

5. St —
(F #wg 2 & T AT (W) H HEeH F AEN, @I F AW CTHARA-TYF  AWEAT

......................................... TfiUe 9TSSY” BN, SEl @IAr 79 A 958 AL, T

AAAT Fig, ST ITATE F Ta&T o (o0 ITFT g, F 9T [T

T SRETA, T FTARTEL AR
[FAr=TTa-111/4/379T./26/19]

froqufy ; e AT wea % ot # srfang=ET e w. €. 2-15015/30/2010, f3AiE 1 s, 2011 5120
THRTT foh 17 9 3w 39t ame § fAeaforfera stfergmmmst g demg gar o

i.
ii.
iii.
iv.
V.
Vi.
vii.

viii.

Xi.

Xii.

Xiii.

Xiv.
XV.

XVi.

XVii.
Xviii.
XiX.

XX.

. 4/15015/30/2011, f&=Tie 7 5[, 2013;

P. 15014/1/201 11t U, 7/0%. 77, 77, 7.377<, faei 27 5, 2013;
5/15015/30/2012, fa=is 12 =TE, 2013;

P. 15025/262/2013-PA/T®. T, 1.7 3%, faeie 5 fawew, 2014;
1-83F/Sci. Pan- ATfeehe/us. 0q.09.7.3m2-2012, 291 17 w291, 2015;
4/15015/30/2011, f2=T 4 s17ed, 2015;
P.15025/264/13-110/T%. UH. 04,1375, faAiT 4 79a7, 2015;

P. 15025/263/13-fiu/us, ua. e, w.3ms, e 4 7=9<, 2015;

P. 15025/261-411/U%. 08, TH.T.3s, fadi® 13 7ea%, 2015;

P. 15025/208/2013-f1u/u. wa. wa.w o, i 13 F9«7, 2015;
7/15015/30/2012, T 13 Feaz, 2015;

1-10(1)/Edees/ma ft ( fher Uz frardisr Wedew)/us.uq. 19, 7.31-2013, famrs
1 Sadt, 2016;

W "/ 3-16/FHTEET gEa/AifethRew (Fe ufefes)/uw va.ua.u.ans-2014, fAiw
37z, 2016;

1. ", 15-03/UF. /T, 79,09, 7,575/2014, {371 14 5H, 2016;
. ", 3-14F [ATTelthher (FIeregfcshed)/TF. 08.0q.1.3M5-2013, f&dis 13 s, 2016;

WOH, 1-12/ TRSSH/TAT (FHIEH, FERFH)/TE.UH.0H.T.3E-2015, faqih 15 e,
2016;

H. ", 1-120(1)/FESTH/Z S UIM/UH. UH . UH. 0.3s-2015, &A1 23 snred, 2016;
. ", 11/09/Reg/gmHIATZSeM/2014, fami® 5 frdaw, 2016;

w1, ", Tegd/Adruesy Jrd/Sua/aw.ua.ue, v.arE-2015, i 14 fade, 2016;
. &, 11/12 Reg/ST9/T%. TH.TH.1, 51E-2016, {37 10 a7Feae, 2016;

Aﬁﬁﬁﬂﬁﬁﬂﬂﬁﬂﬂﬂ
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xxi. T ", 1-110(2)/Tea i (ST §91TS)/U%. TH. U9, T.31%/2010, famis 10 wFeaw, 2016;
Xxii. W H., TegH/SP (AT UT Saded)/ATfefhned(2)/Uh, UH. UH.U.ae-2016, faAiw
25 g, 2016;
xxiii. T ", 1-11(1)/FESTH/SP (ATeT U Fraeeh) /0%, U9, U8, 17.3mE-2015, fam 15 99=7, 2016;
xxiv. T, &, P.15025/93/2011-41. 7. 7/0%. 0. Uw, U3, T 2 fRwey, 2016;
XXv. TR &. P. 15025/6/2004-PFS/U%.0H.1H. U313, fadi 29 feHaw, 2016;
Xxvi. T . TEgH/O&F AT (1)/T. UH. U9, 7.3m5-2016, &1+ 31 s+, 2017;
Xxvii. T, ®, 1-12/€82gH/2012-U%, U, U9, U3, faAiw 13 weadt, 2017,
xxvii, W, & 1-10(7)/FESH/UAE (AT WY HoEd  3oUTE)/UE. U, UH.U.AE-2013, faArE
13 wEast, 2017;

XXix. W1, |, TeegH/uaeiuauateua/Arfeifthnem(02)/uw.uH.uH.u.arE-2016, faAtE 15 #%E,
2017;

XXX, BT, ®, ¥Eeed/03/Arfe R (TeruH) /uw. uH. ue. U 3re-2017, famiE 19 57, 2017

MINISTRY OF HEALTH AND FAMILY WELFARE
(Food Safety and Standards Authority of India)
NOTIFICATION
New Delhi, the 1st May, 2019.

F. No. Stds/M&MP/Notification(04)/FSSAI-2019.—The draft regulations further to amend the
Food Safety and Standards (Food Products Standards and Food Additives) Regulations, 2011, which the Food
Safety and Standards Authority of India proposes to make with previous approval of the Central Government,
in exercise of the powers conferred by clause (e) of sub-section (2) of section 92 read with section 16 of the
Food Safety and Standards Act, 2006 (34 of 2006) is hereby published as required under sub-section (1) of
section 92 of the said Act 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 Gazette in which this notification is published are made available to
the public;

Objections or suggestions, if any, may be addressed to the Chief Executive Officer, Food Safety and
Standards Authority of India, FDA Bhawan, Kotla Road, New Delhi- 110002 or may be sent by e-mail at
regulation @fssai.gov.in;

Objections or suggestions which may be received with respect to the said draft regulations within the
period specified above shall be considered by the Food Safety and Standards Authority of India.

Draft Regulations

1. These regulations may be called the Food Safety and Standards (Food Products Standards and Food
Additives) Amendment Regulations, 2019.

2. In the Food Safety and Standards (Food Products Standards and Food Additives) Regulations, 2011, in
regulation 2.1,

(A) In sub-regulation 2.1.2 relating to “Standard for Milk”,

(D in item 1 relating to ‘Description’, after sub-item (c), the following sub-item shall be inserted,
namely,-

“(d) Low Lactose or Lactose free milk.-



6 THE GAZETTE OF INDIA : EXTRAORDINARY [PART III—SEC. 4]

Description.- Low Lactose or Lactose free milk means the product prepared from any type
of milk specified in sub-item (a), (b) and (c) above, in which, lactose content has been
reduced significantly through hydrolysis by enzymatic or any other appropriate process.
The fat and SNF content of milk used for preparation shall conform to the respective
composition given in table under sub-item (b) of item 2. The product may be subjected to
pasteurization, boiling, sterilisation or ultra-high temperature and shall conform with the
following requirements:-

(1) “Low lactose milk” shall have less than 1% lactose; and
(i1) “Lactose free milk” shall have less than 0.01% lactose.
(II) in sub-item (a) in item 6 relating to ‘Labelling’, the following item shall be inserted, namely,-

(iii) In case of low lactose or lactose free milk, the name of the product may be Low Lactose or
Lactose Free..........c.c......... milk, wherein the blank will be filled by the name of the
respective milk from which it is prepared.

(B) in sub-regulation 2.1.17 related to Standard for Cheese and Cheese Products, in item 1, in sub-item
(a) the following sub-item shall be inserted, namely:-

(aq) Mozzarella cheese is unripened cheese obtained by coagulating milk with cultures of harmless
lactic acid producing bacteria, suitable enzymes of non-animal origin or by direct acidification.
It has a smooth elastic structure without curd granules and has a near white colour.

Mozzarella with low moisture content is a firm/semi-hard homogeneous cheese without holes
and is suitable for shredding. Mozzarella is made by “pasta filata” processing, which consists of
heating curd of a suitable pH value kneading and stretching until the curd is smooth and free
from lumps. Still warm, the curd is cut and moulded, then firmed by cooling.

(C) after sub-regulation 2.1.23 related to Standards for Colostrum and Colostrum Products, the
following shall be inserted, namely,-

“2.1.24 Standards for Dairy Permeate Powders
This Standard applies to Dairy Permeate Powder as defined in item 1 of this sub regulation. '*
1. Description.-
A) “Dairy permeate powders” are dried milk products characterized by a high content of lactose:

1) manufactured from permeates which are obtained by removing, through the use of
membrane filtration, and to the extent practical, milk fat and milk protein, but not lactose,
from milk, whey, cream and/or sweet buttermilk, and/or from similar raw materials, and/or

2) Obtained by other processing techniques involving removal of milk fat and milk
protein, but not lactose, from the same raw materials listed under (a) and resulting in an
end-product with the same composition as specified in item 2(c).

B) “Whey permeate powder” is the dairy permeate powder manufactured from whey permeate.
Whey permeate is obtained by removing whey protein, but not lactose, from whey.

C) “Milk permeate powder” is the dairy permeate powder manufactured from milk permeate.
2. Essential composition and quality factors.-
a) Raw materials

(i) Dairy permeate powders: Milk permeate, whey permeate, cream permeate, sweet
buttermilk permeate and/or similar lactose-containing milk products

(ii) Whey permeate powder: Whey permeate

“This standard should be read along with sub-regulation 2.1.1 relating to General Standard for Milk and Milk
Products with reference to the generic provisions pertaining to definitions of milk or milk products and heat
treatments, guidelines for use of dairy terms, addition of micronutrients, etc.
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(iii) Milk permeate powder: Milk permeate
(b) Permitted ingredients
Seed lactose in the manufacture of pre-crystallized products.

(c) Composition

Parameters Dairy permeate Whey permeate Milk permeate
powder powder powder
(0)) (2) 3 4)

Lactose, anhydrous*, 76.0% 76.0% 76.0%

minimum, %, (m/m)

Maximum nitrogen, 1.1% 1.1% 0.8%

(m/m)

Milk Fat, maximum, %, 1.5% 1.5% 1.5%

(m/m)

Ash, Maximum,(m/m) 14.0% 12.0% 12.0%

Moisture**, maximum, 5.0% 5.0% 5.0%

%, (m/m)

Scorched particles, Disc B Disc B Disc B

maximum

* Although the products may contain both anhydrous lactose and lactose monohydrate, the
lactose content is expressed as anhydrous lactose. 100 parts of lactose monohydrate contains 95
parts of anhydrous lactose.

** The moisture content does not include the water of crystallization of the lactose.
3. Food Additives.-

(a) The use of food additives is not permitted for dairy permeate powders covered by this
standards.

(b) Safe and suitable processing aids may be used under condition of good manufacturing
practices. These may also including substances (hydrochloric acid, calcium hydroxide, potassium
hydroxide and sodium hydroxide) changing the pH to improve process efficiency such as flux
rates and preventing fouling in product streams.

4. Hygiene.-

The products shall conform to the microbiological requirements specified for milk
powders in Appendix ‘B’ of these regulations.

5. Labelling.-

(a) According to the composition in sub-item (c) of item 2, the name of the food shall be
“lactose-rich deproteinized .................. permeate powder” where the blank may be filled with
the term dairy, milk or whey, as appropriate to the nature of the product.”.

PAWAN AGARWAL, Chief Executive Officer
[ADVT.-11I/4/Exty./26/19]

Note : The principal regulations were published in the Gazette of India, Extraordinary vide notification
number F. No. 2-15015/30/2010, dated the 1 August, 2011 and subsequently amended vide
notification numbers:

1) F. No. 4/15015/30/2011, dated the 7" June, 2013;
(ii) F. No. P.15014/1/2011-PFA/FSSAI, dated the 27" June, 2013;
(iii) F. No. 5/15015/30/2012, dated the 12" July, 2013;
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(iv)
(v)
(vi)
(vii)
(viii)
(ix)
(x)
(xi)

(xii)

(xiii)

(xiv)
(xv)
(xvi)
(xvii)
(xviii)
(xix)
(xx)
(xx1)
(xxii)
(xxiii)
(Xxiv)

(xxVv)

(xxvi)

. No. P.15025/262/13-PA/FSSALI, dated the 5™ December, 2014;

. No. 1-83F/Sci-Pan-Noti/FSSAI-2012, dated the 17" February, 2015;
. No. 4/15015/30/2011, dated the 4™ August, 2015;

. No P. 15025/263/13-PA/FSSALI, dated the 4™ November, 2015;

. No. P.15025/264/13-PA/FSSAL, dated the 4™ November, 2015;

. No. 7/15015/30/2012, dated the 13" November, 2015;

. No. P.15025/208/2013-PA/FSSAI, dated the 13" November, 2015;

. No P.15025/261/2013-PA/FSSAL, dated the 13" November, 2015;

F. No.1-10(1)/Standards/SP (Fish and Fisheries Products)/FSSAI-2013, dated the
11" January, 2016;

No. 3-16/ Specified Foods/Notification (Food Additive)/FSSAI-2014, dated the 3 May,
2016;

F. No. 15-03/Enf/FSSAI/2014, dated the 14™ June, 2016;

No. 3-14F/Notification (Nutraceuticals) /FSSAI-2013, dated the 130 July, 2016;

F. No. 1-12/Standards/SP (Sweets, Confectionery)/FSSAI-2015, dated the 15" July, 2016;
F. No. 1-120(1)/Standards/Irradiation/FSSAI-2015, dated the 23 August, 2016;

F. No.11 -/09Reg/Harmoniztn// 2014 dated the 5" September 2016;
Stds/CPLQ.CP/EM/FSSAI-2015, dated the 14" September, 2016;

F. No.11/12/Reg/Prop/FSSAI-2016, dated the 10" October, 2016;

F. No. 1-110(2)/SP (Biological Hazards)/FSSAI/2010, dated the 10™ October, 2016;

F. No. Stds/SP (Water & Beverages)/Notif (2)/FSSAI-2016, dated the 25" October, 2016;

F. No. 1-11(1)/Standards/SP(Water & Beverages)/FSSAI-2015, dated the 15" November,
2016;

F. No. P.15025/93/2011-PFA/FSSAI, dated the ond December, 2016;
F. No. P.15025/6/2004-PFS/FSSAL, dated the 29" December, 2016
F. No. Stds/O&F/Notification(1)/FSSAI-2016, dated the 31st January, 2017;

F
F
F
F
F
F
F
F

(xxvii) F. No. 1-12/Standards/2012-FSSAI, dated the 13" February, 2017;
(xxviii) F.  No.1-10(7)/Standards/SP  (Fish & Fisheries Products)/FSSAI-2013, dated the

(xx1x)

(xxxX)

13" February, 2017;
F. No. Stds /SCSS&H/ Notification (02)/FSSAI-2016, dated the 15" May, 2017; and
F. No. Stds/03/Notification (LS)/FSSAI-2017, dated the 19" June, 2017.
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