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nonnutritive sweetener(s) is added, the

statement shall indicate the presence

of both types of sweetener, e.g.,
“Sweetened with nutritive sweetener(s)
and nonnutritive sweetener(s) .

(¢) “Low calorie” foods. A food pur-

porting to be “low ¢

ply with the criteria set forth for such’

- 21 CFR Ch. 1 (4-1-01 Edition)

: Subparf D—Standards of Identity -

[Reserved]
PART lOé—lNFANT FORMULA

o QUALITY CONTROL PROCEDURES

: Subpcm ATG%?!Gf Pf°Y!$ions i

foods in §101.60(b)(2) and (b)(3) of this

chapter.

(d) “Reduced calorie’’ foods and other”

comparative calorie ¢laims. A food pur-

porting to be “reducea calorie” or oth-

erwise containing fewer calories than : a
referencé food must comply with the

criteria set forth for such food in’

§101.60(b)(4) and (b)(5) of this chapter
(e) Label terms suggestmg usefulness as

low calorie or reduced calorie foods. (1)

Except as provided in paragraphs (e)(z)
and (e)8) of this section, and in

§101.13(q)2) of this chapter for soft
drinks, ‘a food may be labeled with’

terms such as ‘“‘diet,” *‘dietetic,” “‘arti-
ficlally - sweetened,” ~ or ‘“sweetened

with nonnutritive sweetener” only if "

the claim is not false and misleadlng,

and the food is labeled “low caloris™ or
“reduced calorie” or bears another
comparative calorie claim “in’ comph-'“
ance with part 101 of thls chapter and

this section.

(2) Paragraph (e)(l) of this sectmn:

shall not apply to any use of such

terms that is specifically authorized by =~

regulation governing 8 particular food,
or, unless otherwise restricted by regu-

lation, to any use of the term ‘“diet”
that clearly shows that the food i of-

fered solely for a ‘dietary use other
than regulating body weight, e.g., “for
low-sodium diets.”

(3) Paragraph (eX(1) of thls sectlon
shall not apply to dny use of such
terms on a formulated meal replace-
ment or other food that is represented
to be of special dletary use as a whole
meal, pending the 1ssuence of a regula-

tion governing the use of such termson

foods. ] o

() “Sugar free,” fcmd “no " 'added
sugar.”’ Criteria for the tuse "of the
terms ‘‘sugar free” and ‘‘no ‘added

sugar’’ are provided for in §101.60(c) of

this chapter. N
[58 FR 2430, Jan. 6, 1993]

Subpart C  [Reserved]

Sec.
106.1 Status and applicability of the quahty }
control procedures regulation.

-:108.3 Definitions.

Subpart B—Qualify Control Procedures for ~~

. Assuting Nutrient Content of Infant For-
mulas

106.20 Ingredxent control

108.25 In-process control.

106.30 Fmished product evaluatmn
106 90 Codmg

Subpart C-—Records cmd Repoﬂs
106.100 Records

Subpart D—Notification Requirements

106 120 New formulations and reformula-
“tions.
. AUTHORITY 21 U.8.C. 321 350a, a1

* SOURCE: 47 FR 17025 Apr. 20, 1982, unless
otherwise noted

Subpcrt A—Gene‘fdl Provisions

§106 1 Status and applicability of the
quahty control procedures regula-
- tion.

(a) The criteria set forth in §§106.20,

106.25, 106.30, 106,90, and 106.100 'shall

apply in determmmg whether an infant’
formula meets the ‘safety, quality, and
nutrient requirements of section 412 of
the act and the requirements of regula-
tions promulgated under section
412(a)(2) of the act.
. (b) The failure to comply with any
regulation set forth in §§106.20, 10625,
106.30, 106,90, and 106. 100 apphcable to
the manufacturing, processing, and
packaging of an infant formula shall
render such formula adulterated under
section 412(a)(1XC) of the act.

(c) References in this part to regu-

latory sections of the Code of Federal

Regulations are to chapter I of tltle 21
unless otherwise noted.
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§106.3 Definitions.

The definitions and mterpretatlons; v
contained in section 201 of the act are.

applicable to such ter

this part. The following definitions

shall also apply: ~
(a) Indicator nutrient, An 1ndlcator
nutrient is a nutrient whose concentra~

tion is measured durmg the manufac-

ture of an infant formula fo confirm

complete addltion and/or uniform d1s-;‘
tribution of a premlx or other sub-~

stance of which the’ mdmator nutrient
is a part.

(b) In-process batch. An in-process
batch is a combination of ingredients

at any point in the manufacturing

process before packaging,

(¢) Manufacturer. A manufacturer is a
‘person who brepares, reconstitutes, or
otherwise changes the physmal or

chemical characteristics of an’ infant

formula and/or package
a container for distribat
(@) Nutrient. A nutri

min, mineral, or othér" substance re-
quired in accordance with the table set
or by

out in section 412(g) of the a
regulations promulgated under section
412(a)(2)(A) of the act.

(e) Nutrient premiz. A\nutrlent premix
is a combination of ingredients con-

taining two or more nutrients. A nutri-

ent premix either may be received from -

a supplier or be prepared by an infant
formula manufacturer,

Subpart B—Quality Control P
dures for Assuring Nutrient
Content of lnfanf Formulas

§106.20 Ingredient control,

“ent(s) in that lngredle

turing is needed for 1ngred1ents that

are generally stable in sh1pp1ng and‘

storage, and that either are received
under a supplier's guarantee or certxﬁ-

cation that the mlxture has been ana-

lyzed as to nutrient compos1t10n or are
labeled as having nutrient composi-
tions complying with specmcatmns in
the U.S. Pharmacopela, the National

f‘nutrlent pre

§106.25
for commercial or charitable dlstrxbu-k'

tion, the followmg shall apply
(1) When an ingredient is relied upon

~as a source of a nutrient(s) and when

evidence indicates that such nutrl-
is hkely to be
affected adveérsely by ping or stor-
age conditions, the manufacturer shall

analyze that ingredient for each relied- =~

upon nutrient that may be affected,
usmg validated analytical metho

(2) Ingrediernts,
premixes, that are either without a
suppher 8 guarantee or certlﬁcatlon or
not labeled ‘as complylng with pre-
scribed standards, shall be sampled and
analyzed for each relied-upon nutr1ent
by the manufacturer, except that in-
gredients used as a major source of pro-
tein or fat need rot be analyzed for =
each relied-upon nutrient if the manu-
facturer has records to show that each
relied-upon “nutrient is bresent at a
reasonably constant level, Nutrient

© premixes prepared by the infant for-

mula manufacturer shall be sampled ‘
and analyzed for’ ea'h relled—upon nu-
trient. Nutrient premixes which are re-
ceived from suppliers shall be sampled
and analyzed for each relied- -upon nu-
trient unless the supplier has sampled

- and analyzed each batch of premix for

each relied-upon ‘nutrient and has so
certlﬁed in writing.

§ 106.25 In-process control.
- (a) For each infant formula, a master

- 'manufacturmg order shall be prepared
« and approved by 2" responsible official

of the manufacturer, The manufacturer
shall establish a quallty control sys-

-+ tem that assures and verifies the addi-
..Yion of each ingredient specmed in the
(a) Except as provided in '§106.20(b),

no analysis before use in manufac-

manufacturmg order. )
(b) Unless “each batch of finished

"product is analyzed as specified in

§106. 30(b)(1) ‘the manufacturer shall
analyze each in-process batch for:

(1) Solids:

(2) Protein, fat, and carbohydrates

k (carbohydrates either by analysis or by

mathematical difference);
(3) The 1ndlcator nutrient(s) in each

Formulary, the Food Chemicals Codex,

or other similar recognized standards.
(b) Unless each batch of fmished
product is analyzed as specn“ied in

@y

trlent added independ-"
nt premixes during for-

‘mulation of the product, except for lin-

oleic .acid, vitamin D, v1tam1n K,

§106. 30(b)(1) before release of product

oswol and blotm and o
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§106.30

(5) Solids or an approprla.te nutrient
to confirm proper dilution when final
dilution is made after performance of
the ‘analyses in paragraph (b) 6]
through (4) of this section.

§106.30 Finished product evaluation.

(a) The manufacturer’ shall estabhsh"’"

criteria for sampling and 'ng toe
sure that each batch” of infant formul

meets the nutrient requlrements of;‘

section 412(g) of the act or of regula—
tions promulgated | Under section

412(a)(2) of the act before release of
product for commercxal or charitable

distribution.

(b)) Immediaté analysis. Before re-
lease of product for commercial or

charitable d1str1but10n ‘the manufac-

for:

(i) Specific nutrient(s) to a,ssess'proc—
ess degradation; and

(i1) All nutrients not previously ana-
lyzed for by the manufacturers, unless

each in-process batch is analyzedﬂfor‘_

nutments

ed for linoleic acid, v1tam
K, choline, inositol, an

nutrients that are added as a part of a

nutrient premix analyzed by the manu-
facturer or having a ‘supplier’s guar-

antee or certification a.nd for which an

indicator nutrient(s) was analyzed by
the manufacturer. :

(2) Periodic analysis. The manufac-

turer shall sample a

ast one newly
processed finished produc

batch every

3 months and shall’ analyze' representa- B

tive samples for all

those that the manuf asured

in the immediate analysis of that prod-

uct batch.

(3) Stability analysis. Usin,
ative samples collected from finished
product batches, the ~manufacturer

shall conduct stability’ ana.ly51s for se-
lected nutrients “with sufficient  fre-

quency to . substantiate the mainte-
nance of nutrient content throughout
the shelf life of the product.

(¢) The manufacturer shall evaluate

new formulations and the effect of

changes in mgredlents or proc:essing

conditions that could affect the level of

nutrients by means of a testing pro-

21 CFR Ch. | (4-1-01 Edition)

gram des1gned to conﬁrm umformlty
of batches and to determme t ‘
of such changes. The following shall
apply:

A mmor change is a mlnor reduc-
tion in nutrient levels a mmor in-

£ I P
crease in levels of nutrients that are

tive
changed and those possibly affected by

) representa.

_ cial Methods o
~ciation of Official Analytical Chem-

43.195-43,208,

MDD 2067795
oo ... tion at the Office of the Federal Reg-
ing répresent-

subJect to maximum llmlteesta,bhshed

g
412(a.)(2) ‘of theé act, ‘or any other change
“where experience or theory would not
predlct a possable significant adverse
impact’ on nutrient levels or nutrient
avallabihty ‘After a minor change the
) manufacturerﬁ shall analyze representa-

s for all nutrients so

sam

the change.

__(2) A major change is any new formu-

lation, or any change of ingrediénts or
processes where experience or theory

‘would predict a poss1ble s:gmﬁcant ad-

verse impact on levels of nutrients or
availability of nutrlents After a major
change the manufacturer shall analyze
e samples for osmolality,
all” nu?ments‘ and the b1ologlca1 qual-
ity of the protein. A protein biola '

change that is not ex-
pected to an adverse effect on the
blological quality of the protein. Vita-
min D shall be determined by the rat
bloassay method as prescrlbed in “Offi-
nalysis of the Asso-

ists” (AOAQC), 13th B (19803, sec
“Vltamln D (30}—-Of cxal
Final Actmn ** which is 1ncorporated
by reference Coples are avallable from =

the Association of Official Analytical

Chemists Internamonal 481 North
Frederick Ave., suite 500, Galthersburg,
, or available for inspec-

ister, 800 North Capitol Street, NW.,

‘sulte 700, ‘Washington, DC. Before re-
“lease of the product for commercial or

charltable di rfbutmn, the ‘manufac-
turer shall have completed all appro-
priate analyses except that sh1pment of
the product need not be delayed until
results of the vitamin D biocassay and,

_if required, a protein biological quality
“bio

',bloassa,ys ‘have b
4,another ‘analysis

say are ‘complete, provided such
iated, and if

been run and the protem content has
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been determined by 'a su
i e protem

shall be determined by an a propriate

modificatién of “the AOKA

bioassay

method of analysis. The ma,nufacturer‘
shall analyze addltlonal samples fromn

the same batch for v1ta

turer shall perform such analyses at

least annually for a permd not to ex-
ceed the expected shelf life of the prod-
uct.

(d) A simple adJustment in the level

of an ingredient to dccommodate in-

consistencies in processing is consid-
ered to be neither a mlnor nor a major
change.

[47 FR 17025, Apr. 20, 1982, as amended at 54

FR 24891, June 12, 1985 64 FR G35, Mar. 94,
1998]

§106.90 Coding.

The manufacturer shall code all’ in-
fant formulas in conformity with the

coding requirements that are applica-

ble to thermally prdcessed low-acid
foods packaged in hermetlcally sea. fc_i
containers as prescribed in §113.60(c).”

Subpart C—Records and Reports

§106.100 Records.

(a) Every manufacturer of infant for-
mula shall maintain the records specl-
fied in this regulatwn in ‘order to per-

mit the Food and Drug Administration™
to determine whether each manufac-

turer is in ccmphance with” sec

'facturer by the premlx suppher 1nclud—

ing tests conducted when nutrients ex-
ceed their expiration date or shelf life
(retest date).

(2) All certificates and guarantees
given by premlx suppliers concerning
the nutrients required by sectlon 412(1)‘
of the act and §107.100 of this chapter.

(d) The premix suppher shall main-
tain the Tresults of all” testmg con-
ducted to provide all certificates and
guarantees concerning nutrient pre-
mixes for infant formulas Such Vr'ecords
shall include but are not limited to:

(1) The results of tests conducted to )
determine the purity of each nutrient
required by section 412(1) of the act or

§107.100 of this chapter and any other

nutrient listed in the certlflcate and
guarantee;
(2) The weight of each nutrient

" added;

*(3) The results of any quantitative
tests conducted to ~determine the
amount of each nutrient certified or

'guaranteed and

‘(4) The results of any quantltatwe
tests conducted to identify the nutri-
ent levels present; when nutrient pre-

““fhixes exceed their explratlon date or

shelf life (retest date).
(e) The manufacturer ‘shall maintain
all records necessary to ensure proper

““nutrient quality control ih the~ manu-

facture of infant formula™ products
Such records ‘shall include the results

~of any testing conducted to verify that
“gach nutrient required by sectlon 412(1)
his h

of the Federal Food, Drug, and Cos-
metic Act (the act).

(b) The manufacturer shall maintain
. all records that pertain to food-pack-

aging materials subject to §174.5 of this
chapter and that bear on whether such

__materials would cause an 1nfant for-
mula to be adulterated within the

meaning of section 402(a)(2)(C) of the~

(c) The manufacturer shall mai i

all records ‘that pertain to nutrient

premix testing that it generates or re-
ceives. Such records shall include, but
are not limited to:

(1) Any results of testing conducted

to ensure that each nutrient premix is

in compliance with the premix certifi- B
cate and guarantee and specxﬁcatmnsk ;
- manufacturi g process

that have been prov1ded to the manu-

“present in each batch o

Tits exp1rat1

“product” stage Su y
_clude, but are not llmlted to, testmg

“results for vitamins A, B; (thiam o
€, and E for each batch of infa

of the act or §107.10

nt formuila
at the approprlate concentratlon This

requirement pertains to ingredients, in
process batch and fi

shed product
cture through

from the tlrne of

€3] The anufacturer shall ma.mta.m
all Tecords necessary to ensure re-
quired nutrient content at the final

mula, “Final product age’ me

point 'in the ‘manufacturing process
‘prior to d1str1but10n at which the in-
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§106.100

(g) The manufactyrer shall maintain’
all records pertaining to d1str1but1on of
the infant formula. Such records shall

include, but not be limited to, all infor-

mation and data necessary to effect

and monitor recalls of" the ma.nufact;ur—
er’s infant formula, products in accord-

ance with subpart E of part 107 of this

chapter.

(h) The manufacturer shall maintain "

all records pertaining to the micro-
biological quahty and purity of raw
materials and’ f1nished ‘powdered infant
formula. , ;
(1) [Reserved]
(i) The manufacturer shall maintain

all records pertaming to’ regularly‘

scheduled audits, Including audit plans
and procedures Aundit plans identify

the specific manufacturing and quality

control procedures to “be reviewed.
Audit procedures are the methods used
to review the manufacturing and qual-
1ty control procedure

to whether the’ manu’
with the current good manufacturing
practices and quallty procedures iden-

tified in parts ‘106, 107, 106, 110, and 118 "~

of this chapter. The records shall in-
clude written assura.nces from the

manufacturer that regularly scheduled )

audits are being conduct
priately trained mdxvi" i
have any direct respon
manufacture or produo ion of infant
formula, and that the complete audit
plans and procedures for the firm have
been followed. The a )] i
ports of the andits need not be made
available,

’b‘y ,a.ppro-

(k) The rnanufacturer shall maintain

‘procedures describing low all wrxtten

and oral complaints regardmg infant‘

formula will be handied. The manufac-
turer shall follow these procedures and

shall include in them provisions for the/

review of any complaint involving an

infant formula and for determining the

need for an mvestxgatl ‘of the po
sible existence of a hazard to health.”

(1) For purposes of tlus section, every
manufacturer shall interpret a ‘“‘com-
plaint” as any comrhunication that

contains any - allegation, written or
oral, expressing dissatisfaction with a
product for any reasen; including con-

cerns about the possxble existence of a

comphesw

21 CFR Ch. | (4-1-01 Edifion)

hazard to health and about appearance e

taste, odor, and quahty Correspond-
ence ' about prices, ‘package size or
shape, ‘or other matters that could not

_.bossibly reveal the ex1stence of a haz-

ard to health shall not, for compliance
purposes, be considered a complaint
and therefore need not be made avalla

__able to an FDA investlgator

(2) When a complamt showS that a

hazard to health possibly exists, the =

manufacturer shall conduct an inves-
tigation into the validity of the com-
plaint. Where such an investigation is
conducted, the manufacture
clude in its file “on the complaint the
determination as to whether a hazard

to health exists and the basis for that

determination. No investigation is nec-

essary “when the manufacturer deter-

mines that there is no possﬂnhty of a

hazard to health. Wheén no investiga-

tion is necessary, the Jnanufacturer

shall include in the record the reason

that an investigation was found to be

unnecessary and the name of the re-

sponsible person making that deter-
mination.

(8) When there is a reasonable possi-
b111ty of a causal relatlonslnp ‘between
the consurtiption of an infant formula‘ )
and an infant's death,’ the manufac-
turer shall, within 15 days of receiving
such information, conduct an ‘inves-
t1ga.t1on and notify the agency as re-

. quired in §106.120(b).

(4) The manufacturer shall maintain
in” designated files  all records per-
taining to the complamts it receives.
The manufacturer shall sepa.rate the.
files into two classes:

‘(1) Those’ complamts that a.llege that
the infant became i1 from consummg
the product or required treatment by a
physician or health-care prov1der e

(i) Those complaints that may in-

 volve a possible existence of a hazard

to health bit do not refer to an infant,

' becoming i1l or the need for treatment

by physician or‘a health care provider

“(5) The manufacturer shall include in

a complaint filé the following informa-
t1on concernmg the complamt

(1) The name of the mfant formula
tqh number,

(ii1) The name of complainant;

(iv) A copy of the complaint or a
“memo of the telephone conversation or

188
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meeting and all correspondence with
the complainant;

(v) By reference or copy, all the asso-

ciated manufactumng records and com-

plaint investigation records needed to

evaluate the complaint. When coples of

such records are not maintained in the
must be availabie”
requested by an

complaint file, they
within 24 hours when
FDA official.

(vi) All actions taken to follow up on‘

the complaint; and
(vil) AN findings and evaluations of
the complaint.

tain the files regarding infant formula

complaints at the establishment where

the infant formula was manufactured,

processed or packed. When the manu-..

facturer wishes to malntain all con-
sumer complaints for theentlre firm at
one location other than at the facility

where an infant formula was manufac-
tured, processed, or packed the manu-
facturer may do so as long as all

records requlred by’ th

inspection ‘at that faclht:y However,
all records of consumer complaints, in-

cluding summaries, any reports, and -
any files, maintained at the manufac-

turing facility or at any other facility
shall be made available to invest1ga—

tors for review and copying upon re--

quest.

(1) The manufacturer shall make

readily available for authomzed inspec-
tion "all records required under this
part or copies of such records Records
shall be available at any reasonable
time at the estabhshment where the
activities described in such records oc-

curred. (Infant formula complaint files

may be maintained at one facility, as
provided in §106.100(k)(6), 1f al
records are readily available at that fa-
cility.) These records or copies thereof
shall be subject to photocopymg or
other means of reproducmon as part of
such inspection.” Records that can be
immediately retrieved from another lo-

cation by electronic means shall be .
considered as meeting” the require- o
_tion district office specified in §5 215 of

ments of this paragraph

(m) Records required under thlS part
may be retained either as original
records or as true coples such as photo-

copies, microfilm, mlcroﬁche or other

accurate reproductlons ‘of the original

available within 24 hours of request for  §106.120

‘ health This notificati

1 §106.120

records. Where reduction techniques,
such as microfilming ‘are used, suitable
reader and phot

pying equipment,

Ty Production control, product test-

ing, testing results, complaints, and

distribution records necessary to verlfy
compliance with parts 108, 107,108, 110,

~and 113 of this chapter, or with other
appropriate regulations, shall be re-
‘tained for 1 year a
- the shelf life of the infant formula or 3’

the explramon of

years from the date of manufacture,

...-whichever is greater,
(6) The manufacturer should mam-A B

(0) The manufacturer shall maintain
quality control records that contain
sufficient information to permit a pub-
lic health evaluation of any batch of
infant formula.

(56 FR 66571, Dac. 24, 1901 57 FR 7445, Mar. 2.
19921 ;

* Subpart D—Notification
‘Requirements

New formulations and refor?
~mulations.

(a) Information required by section
) he ac shall be gub-

(b) The manufacturer shall promptly
notify the Food and’ Drug Administra-
tion When the manufacturer has knowl-

“edge (as defined in section 412(c)(2) of

the act) that reasonably supports the
conclusion that an infant formula that
has “been processed by the manufac-
turer and that has left an estabhsh—"

ment subject to the control 61 the man-

ufacturer .may not provide the nutri-
equlred by section 412(g) of the
act and by regulamons promulgated -
under secuon 412(a)(2) of the act, or
when there is an infant formula that is

_Otherwise adulterated or misbranded

isk to human
X shall be made

and that may present

this chapter. After normal business

‘hours (8 a.m, to 4:30 p.m.) the FDA

emergency number, 301-443-1240, shall

be used. 'The manufacturer shall senda

followup written confirmation to the
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Center for Food Safety and Apphed NuQ
g

trition (HFS-605), Food
ministration, 200 ¢ St.
ington, DC 20204, and to the appro—

priate Food and Drug Admmlstratlon“

district office specifled in §5.215.

[47 FR 17025, Apr,
FR 24891, June 12
1996; 66 FR 17358, Mar. 30, 2001]

PART 107—INFANT FORMULA

Subpart A—General Provisions

Sec.
107.3 Definitions.

Subpart B—cheling

107.10 Nutrient informatlon
107.20 Directions for use.
107.30 Exemptions.

Subpart C—Exempt infant Formulas’
107.50 Terms and conditions.

Subpart D~—Nutrient’ Requlremenis
107.100 Nutrient spec1f1cations '

Subpart E——Infant Formula Recalls .

107.200 Food and Drug Administratlon-re-
quired recall. N

107.210 ~ Firm-initiated p

107.220" "Scope and effect” o
recalls,

107.230 Elements of an infant formila re.

call,
107.240 Notification requirements

107.250 Termination of an infant formula re-

call,
107.260 Revision of an mfant formula recall
107.270 Comphance w1th bhls subpart
107.280 "Records retention.

AUTHORITY: 21 U.S.C. 321, 343, 350a, 371,

SOURCE: 50 FR 1840, Jan. 14, 1085 unless

otherwise noted.

Subpart A——-General Provusuons

81073 Defimtlons.

The following "@efipﬁtio ;
in addition to the defin

in section 201 of the Feéderal Food,

Drug, and Cosmetic Act (the act):
Exempt formula. An exempt infant for-

mula is an infant formula intended for

by infants who have inborn errors off"_ /
metabolism or low blrth weight, or who

nt formula”

21 CFR Ch 1@4-1-01 Edlflon)

'otherwise have unusual medlcal or dle-

tary problems.

_"Manufacturer. A manufacturer is a
person ‘who prepares, ‘reconstitutes, or
otherw1se changes ' the physical or

" chemical characteristics of an infant

formula or packages the infant formula

=+‘in containers for d1str1but10n

References. References in this pa.rt to

_ regulatory” sectmns of the Code of Fed- "

3

“gfal Regulations are to chapter I of
mtle 21 unless otherw1se noted

150 FR 48186, Nov. 22, 1085]

Subpuﬂ B--Labellng
§107.10 ‘

r ‘given, in the
units specified, and in tabular format,
the following 1nformat1on regardmg
the product as prepared in accordance
with Iabel dlrectlons for infant con-
sumption:

1 A statement of the number of

fluid ounces supplying 100 kilocalories

od la,bel sta.tements, a
represented by the word

(in case o
kilocalorie is

eneiCalorie”): and

(2) A statement of the amount of
each of the following nutrients sup-

* plied by 100 kllocalorles

Nutrients Unit of measurement

Protein issearas. | Grams,
Fat N inbyind Do.
Carbohydrate ..o orveeer e Do.
Water wien | DOL
Linoleic acid ..o Milligrams.
Vlbamms

Vitamin A International units.

Vitamin D Do.

" Vitamin E Do.
Vitamin K Micrograms.

Thiamine (Vitamin 8
Riboflavin (Vitamin B,
Vitamin B ..
Vitamin 8 5,
""Niacin .
Folic acid {(Folacin) ..
Pantothenic acid .

Biotin ....vecvunen. Do.

- Vitamin C (Ascorbic'acid) Mllhgrams
Choline ... Do.
Inositol ..{ Do,

Minerals:
Calcium .| Milligrams.

.. Phosphorus D

Magnesium |
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