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CHAFTER Il: REQUIREMENTS CONCERNING DAIRY AND COLOSTRUM-BASED PRODUCTS
I. TEMPERATURE REQUIREMENTS
1.  Food business operators must ensure that, upon acceptance at a processing establishment,
(a) milkis quickly cooled to not more than 6 °C;
(B) colostrum is quickly cooled to not more than 6 °C or maintained frozen,
and kept at that temperature until processed.
2. However, food business operators may keep milk and colostrum at a higher temperature if:
(a) processing begins immediately after milking, or within four hours of acceptance at the processing establishment; or

(b) the competent authority authorises a higher temperature for technological reasons concerning the manufacture of certain
dairy or colostrum-based products.

Il. REQUIREMENTS FOR HEAT TREATMENT

1. When raw milk, colostrum, dairy or colostrum-based products undergo heat treatment, food business operators must
ensure that this satisfies the requirements laid down in Chapter XI of Annex Il to Regulation (EC) No 852/2004. In
particular, they shall ensure, when using the following processes, that they comply with the specifications mentioned:

YM27 4

{a) Pasteurisation is achieved by a treatment involving:

(i} a high temperature for a short time: at least 72 °C for 15 seconds;
(i) alow temperature for a long time: at least 63 °C for 30 minutes; or
(i} any other combination of time-temperature conditions to obtain an equivalent effect.

The treatment referred to in (i), (i) and {jii) shall ensure that the products show, where applicable, a negative reaction to an
alkaline phosphatase test immediately after such treatment. When the alkaline phosphatase test is not suitable to
demonstrate the effectiveness of the pasteurisation, such as situations where products are derived from non-bovine
species or separated in different fractions before being pasteurised, food business operators shall be permitted to provide
the competent authority with the necessary assurances and keep associated records as part of their procedures based on
hazard analysis and critical control points (HACCP) principles in accordance with Article 5 of Regulation (EC) No 852/2004.
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such that the products show, where applicable, a negative reaction to an alkaline phosphatase test immediately after such
treatment.
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194°F (90°C) 0.5s
201°F (94°C) 0.1s
204°F (96°C) 0.05s
212°F (100°C) 0.01s

RTF WIS ERE 10%RES, ALERIY 18%HER, KRk, ME
AR IEE E3p 5F (3C) .

X & A .

RR. PASTEURIZATION: The terms “pasteurization”, “pasteurized” and similar terms shall
mean the process of heating every particle of milk or milk product, in properly designed and
operated equipment, to one (1) of the temperatures given in the following chart and held
continuously at or above that temperature for at least the corresponding specified time:

Batch (Vat) Pasteurization
Temperature Time
63°C (145°F)* 30 minufes

Continuous Flow (HTST and HHST)
Pasteurization

Temperature Time

72°C (161°F)* 15 seconds
89°C (191°F) 1.0 second
90°C (194°F) 0.5 seconds
94°C (201°F) 0.1 seconds
96°C (204°F) 0.05 seconds
100°C (212°F) 0.01 seconds

*If the fat content of the milk product is ten percent (10%) or greater, or a total-solids of 18% or

greater, or if it contains added sweeteners, the specified temperature shall be increased by 3°C
(5°F).

(2) #[E, {(2ICFRPART 131 A gp) , 2023 &7 A 11 H, P2
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145°F (63°C) * 30min
161°F (72°C) * 155
191°F (89°C) 1.0s
204°F (96°C) 0.05s
212°F (100°C) 0.01s

I RE G E R 10% R EE, RwREFAHKAN, SWFERREH, NENE
B E ER AN 5F (3°C) .

X & A

21CFRPart131(up to date as 0f11/07/2023)

Milkand Cream 21CFR1313

§ 131.3 Definitions.

(a) Cream means the liquid milk product high in fat separated from milk, which may have been adjusted by
adding thereto: Milk, concentrated milk, dry whole milk, skim milk, concentrated skim milk, or nonfat dry
milk. Cream contains not less than 18 percent milkfat.

(b) Pasteurized when used to describe a dairy product means that every particle of such product shall have
been heated in properly operated equipment to one of the temperatures specified in the table of this
paragraph and held continuously at or above that temperature for the specified time (or other time/
temperature relationship which has been demonstrated to be equivalent thereto in microbial destruction):

Temperature Time
145°F 30 minutes
161 °F' 15 seconds
191°F 1 second
204°F 0.05 second
212°F 0.01 second

11 the dairy ingredient has a fat content of 10 percent or more, or if it contains added sweeteners,
the specified temperature shall be increased by 5 °F.

(3) MAAIL, (IrE 424 I @ATH L0 THRED) , 2021 iR, P5
X B #E:
ERAE: BHFRINAETX, BFEHAILE &P BEFENK
AW EERE Z 2 KT, NTIRES &ZeE, FHATRERF”
R s RS I8 R A E T
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15 Processing of milk and dairy products

(83] Milk must be pasteurised by —

(a) heating to a temperature of no less than 72°C and retaining at such temperature for no less than 15 seconds: or

(b) heating. using any other time and temperature combination of equivalent or greater lethal effect on any pathogenic micro-
organisms in the milk; or

(c) using any other process that provides an equivalent or greater lethal effect on any pathogenic micro-organisms;

vnless an applicable law of a State or Territory otherwise expressly provides.

|[Editorial note:
[For paragraph 15(1)(c), any other process used would need to be validated by the business and verified by the Authority.

|The provision concerning an applicable law of a State or Territory is a temporary one and will be reviewed by FSANZ under another
roposal.

(2) Milk processed under paragraph 15(1)(a) must be cooled immediately in a way that ensures that the growth of microbiological
hazards in the milk is prevented or reduced.

(3) Dairy products, other than cheese and cheese products, must be processed using —
(a) a heat treatment that uses a combination of time and temperature of equal or greater lethal effect on any pathogenic
micro-organisms in the milk product achieved by paragraphs 15(1)a) or 15(1)(b): or
(b) using any other process that provides an equivalent or greater lethal effect on any pathogenic micro-organisms.
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JE A

(i) a high temperature for a short time: at least 72 °C for 15 seconds;
(i)  alow temperature for a long time: at least 63 °C for 30 minutes; or

(iii)  any other combination of time-temperature conditions to obtain an equivalent effect.

ELL http://data.europa.eulelijreg_del/2024/1141/o0j

EN

The treatment referred to in (i), (i) and (iii) shall ensure that the products show, where applicable, a
negative reaction to an alkaline phosphatase test immediately after such treatment. When the alkaline
phosphatase test is not suitable to demonstrate the effectiveness of the pasteurisation, such as
situations where products are derived from non-bovine species or separated in different fractions
before being pasteurised, food business operators shall be permitted to provide the competent
FUTITOTITY WITIT T1e TIeCessary assSuTalces afd Keep associated Tecords a8 part of ielr procedures based
on hazard analysis and critical control points (HACCP) principles in accordance with Article 5 of
Regulation (EC) No 852/2004.’;
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RAA K B EARR <8.6 mg/100g & & i fF 4 B K AWAEEZ LRI
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#r (Fissazione dei valori massimi di furosina nei formaggi freschi a pasta

filata e nel latte (crudo e pastorizzato perossidasi-positivo, = > #l5 Fixation

of maximum values of furosine in fresh pasta filata and in milk (raw and

pasteurized peroxidase-positive). M.D. 2000. Ministerial Decree 15 Dec.

2000,
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| wErrw
RAAl | DM. 15 dicembre 2000. |2001| & : :
Iy 75 B 4 977 B A
12
%% pasta-filata 778
WA T Standard 4.2.4 2015 AXK s T
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& K F| #r % : Fissazione dei valori massimi di furosina nei formaggi
freschi a pasta filata e nel latte (crudo e pastorizzato perossidasi-positivo). (&
X% % Fixation of maximum values of furosine in fresh pasta filata and in

milk (raw and pasteurized peroxidase-positive)). M.D. 2000. Ministerial

Decree 15 Dec. 2000, Ital.O.J.n.31, 7.02.2001. (FATH %)

¥ http://extwprlegs].fao.org/docs/html/ita31784.htm

FA

E 14

(1) A0 £ R 7B I AT A 2 B BT A o4t A P 4 Fn B A 9 1B O,
T, BRSBTS o B R B A T e B AR 3E
TS P B EBR e A E X A 12mg/100g & B .

(2) BRI EM 2527/98/EC W HL E, B AR WIEHN D 7 2 v L8
EE AR AL & AR E A 10mg/100g & & JF .

(3) fE A 5mm £k KA 34T A 2 B 35 B4 B & LA A P A Fn
EHNENT, TECHWLHAAR, £ I TE iR ENE KR
I AR AR B A B N 8.6mg/100g & E i .

(4) AKAE S & iF Br 84 ZO0 3 F T 2 At gk A B An i 5F BN 2 57 X
BNERNE 1 ZFTH %,

B 2R B 40 T DAF% BE NY/T 939 #1AT o

Z 3% 2021 F£—2024 F LR HEE KR EIL TR AR HIE AT,
64.6% L F T EERAEILT m kA8 &8 <12mg/100g & & i .

A 10 v A P2 S & 2 v PR A R A AT I Tk B, AP R I
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ACERRE A 95°CLS Wit, ARG =X T<12mgke Zafi. FE3EH
WILE & TAVHIAR, E6ENIEXEANE, BUERIESF
AAEE R A <12mg/100g & & 7 .
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- 4003 —a— Furosine
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B, SmFERGES. WE%ELS. EFRE0 - RETHRH&ARORK
R EFaFAETARZEmLarmenmsl. sLis, Fwilvesleke
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RERERS, MAEWI LR HT, APl EaeEaTeRETE,

FAESLHE TR Il slekE a4 £ 4 1000-2000 mg/L, 4%

FLFEIAKEEGEEN 100400 mg/L. AKEEERGEET, HEE MR

BEAEHHT. AAZOERFEE SOCHBEHN, LE4EFH TR,
% 100°C & im A W 5 JLF 23 BT

NY/T 4439 (@ R34 & F 3Lk & G el = &2l me e k) "1k
NI E AN ERAE,

* WERRFAEIGRLAHKEZGLE

LK E aFE
A 7 i 4 R GE oA
(mg/L)
W Fr e sl g -
44 213 50
YN
W Fr sl A B
& 4 3, 30
MR 2 &
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FAE A2 X EF AL
B4 5 30
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IR KL B

BE L1 25
AR F
ZMERKTRA | B REEFT
45
RN (500mL)
EMERKTHRA | B REEFT
45
A PR/ (950mL)
FMNF— % 5L Bk
HZ B 60
A PR A F
BREKELSHR 'S o |
i ! B K& 97 45 ;ggﬁﬁww,
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BEKENLEAR

g2 48
VN
H A AR I A R
& 44 30
FAEN F
BRWARKILL
44 35
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N 45
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JTARFEI N G
44 30

AR E
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WL R A5 3 Sk B
BAL 55
AR F]
R =TTk & R B
72°CEE 43, 35 -
N 7288
S
WE & F AL &
B 49 50
Gl &l N

REARFTTECRIFAIL LWL 4EEEE, RIAFLF D
EREIFRTIREEEGE. CEAMNKRET TE 31 AERRXHIL
i, EAGKEG e ERHTRMNIN, ERAXACKRIFNAFILSEE
B4 & =25mg/kg B LB Yy 54.8%.

) LA

FL Al R FL P RAAF R OEE, X ey SR B L R A 4 5L
fosldl B AN ER LT ENERGR, RALT 2R REBREMED,
WA, AR RAENARFILERANEAREMEDZE R
EEW. cEWERRE T ZNAERRRIRREMENNER, &

w9

27



wRIREENNTF. WEERERXN, RARERILE R THBIT.
HENARBEE2EFILFERERELRE, BRERFILAZNE RN
B, JL AR FIL T AR AN R R, &8 RRE(T2C,
15 )& T, WAIRE. 8T HM A BT E % R s Y g oK B
BT, ST A R Ak 20%-30%NTEE, A xeKiE. Fit,

AN EETUAIECRRAFLEFZERALERM T, A
BEI R, £ &I L—EEEEZNER,

RHEGRAL AN ENEEANCRFTEEE LRI, &
At ERAKE, MFFRA“EHERE KFEIL” (COUNCIL
DIRECTIVE 92/46/EEC of 16 June 1992 laying down the health rules for the

production and placing on the market of raw milk, heat-treated milk and
milk-based products, Official Journal of the European Union, L 268/1- L
268/32. Page 30) .
AR K S A BE 7 o R B IR R W L i1 48 47
(Fissazione dei valori massimi di furosina nei formaggi freschi a pasta filata
e nel latte (crudo e pastorizzato perossidasi-positivo). (3 > % ¥ Fixation of

maximum values of furosine in fresh pasta filata and in milk (raw and
pasteurized peroxidase-positive)). M.D. 2000. Ministerial Decree 15 Dec.
2000, TItal.O.J.n.31, 7.02.2001.)

NY/T * % % (R IGH &L A BeaylE) =/ 3l
b,y B ) AR B
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TR T EECER 27 F3 H 20 H NERASE 10 5)

i
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3 RERE. RERM2EXTL0THACEZHEL2ICT AL
. TRE . TREREZ . TRERMI FoXFEMABRICEK
¥ 5.

R EE (D) -

LR ER & RIRE R R, 7 AT #AT 0 L I AR IR IR 7 KR

2 BT T BT A SRR, A AT B IS B BT
o W A
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3.A T ABmER AW IR REHE, wRAAFARE, £ W
RET . CREBRET . CRERET FXFHERTH XK.

= AEEIER 2. GRiddke, RREFIRIE, HAEF
. HEWMEMESHE.

(=) KBWEIER . SRk

(BERFEILM T T Z408) vl 5%, Haalk B RREL
B TR AEF, B ERXAILY B AR, a2l kngRa
B, BAEKELGARLAE. BRI LARAEF 41 Z A LA
RAEANE G, £EFHERRENLFIREEEET SR, ARERRFIL
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2EEA29ME 19 XLWTTRAEEA, 9L E gLk,

70
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m O TR B R
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AL AR B 5 A e R AL ) A ok B K e T A

AXHEIT G, SRAMMATRELE, £ I IBZE L HH
Sl BmAERAE. KELLARAEEFS KA W B EZERRIE, 77EH
FEABATHAEE KAWL, WEEH BT E>BE T EAMRG
e, BBRTHRE, ATHEEREEFHS RREMREZTARE.
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ESMEmR. HHRIE X BB EEER
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[ARCEIE RN O
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