Revision of the Ministerial Order on Milk and Milk Products Concerning

Compositional Standards, Etc.

Summary

Pursuant to Article 13, Paragraph (1) of the Food Sanitation Act, and from the viewpoint
of public health, the Minister of Health, Labour and Welfare may establish the criteria
for the methods of producing, processing, using, cooking, or preserving food or additives to
be served for the purpose of marketing; or may establish standards for the ingredients of
food or additives to be served for the purpose of marketing by hearing the opinions of the

Pharmaceutical Affairs and Food Sanitation Council (“the PAFSC”).

Standards and criteria for milk, milk products, and food mostly made from milk and milk
products are stipulated in the Ministerial Order on Milk and Milk Products Concerning
Compositional Standards, Etc. ("the Ministerial Order on Milk, Etc.") pursuant to the
stipulation in Article 13, Paragraph (1) of the Food Sanitation Act.

Based on the deliberation results of the expert committee of the Food Sanitation Council
established under the PAFSC, the Ministry of Health, Labour and Welfare will amend
the Ministerial Order on Milk, Etc. to establish standards and criteria for the cow’s milk,
etc. (i.e., cow’s milk, composition modified milk, low fat milk, skimmed milk, processed
milk, liquid infant formula, and milk drink) that are not required to be stored at 10°C or
below, as given below:

1. Products that are sterilized, and then aseptically filled into containers/packages; and

2. Products that are filled into containers/packages, and then sterilized.

Amendments (draft)

Establishment of standards and criteria for the cow’s milk, etec. that are not required to be

stored at 10°C or below.

1. Products that are sterilized, and then aseptically filled into containers/packages

(1) Compositional standards
Viable bacterial cells: Negative (the test methods must conform to those for “food

packed in containers and sterilized by pressurization and heating.”)



(2) Criteria for manufacturing

The manufactures concerned must establish methods (i) and (ii) as given below, and

must carry out the methods.
(i) a method to sterilize by heating at 120°C for 4 minutes, which provides sufficient
effects to kill bacterial cells in such products that are derived from their raw
materials and are viable in these products, or any other method providing a
comparable or superior effect

(i1) a method to aseptically fill into pre-sterilized containers/packages

(3) Criteria for storage
The products concerned must be stored at a temperature not exceeding room

temperature.

(4) Other criteria
The records on sterilization with automatic recording thermometers must be retained

for a reasonable period considering the period until consumption.

. Products that are filled into containers/packages, and then sterilized

(1) Compositional standards (excluding liquid infant formula)
Viable bacterial cells: Negative (the test methods shall conform to those for “food

packed in containers and sterilized by pressurization and heating.”)

(2) Criteria for manufacturing (excluding liquid infant formula and milk drink)
The products concerned must be packed in preservation containers and sterilized by
heating at 120°C for 4 minutes or sterilized using any other method providing a

comparable or superior effect.

(3) Other criteria
The records on sterilization with automatic recording thermometers must be retained

for reasonable period considering the period until consumption.



<HeogiyiliHuli nepeknad>
MNepernag Hakasy MiHicTepcTBa NPO MONOKO Ta MONOYHI NPOAYKTU LWOAO0 CTaHAAPTIB CKAaay TOWwO.
3aranbHe

BignosiaHo 4o YacTnHK (1) cTtaTTi 13 3aKOHY NPO Xap4oBi CaHiTapii Ta 3 TOUKU 30pYy OXOPOHM 340POB’S MIHICTP
OXOPOHM 340pOB’s, npaui Ta couiasbHOro 3abesneyeHHA MOXe BCTAHOB/OBATM KpuTepii onAa meToais
BMPOOHULTBA, 06PO6KN, BUKOPUCTAHHA, NPUroTyBaHHA abo 36epexkeHHs i abo f06aBKM, NpPU3HAYeEHi gna
MapKeTUHry; abo MoKe BCTAaHOBAIOBATU CTAaHZAPTU ANA IHIPEAieHTIB XapuyoBUX NPoAyKTiB abo f06aBOK, fKi
6yayTb nmogaBaTUCA 3 METOK MapKeTWMHry, 3acayxaBlwum Aymky Paanm 3 dapmaueBTMUHMX cnpaB i XapyoBoi
caHiTapii (PAFSC).

CTraHpapTH Ta KpUTepIi 4NA MONOKA, MONOYHMX NPOAYKTIB Ta Xap4yOBUX NPOAYKTIB, BUTOTOB/IEHUX NEPEBAXKHO 3
MONOKa Ta MOJIOYHMX NPOAYKTiB, BU3HA4YeHO B MiHiCTEPCbKOMY HaKasi NPO MONOKO Ta MOMOYHI NPOAYKTU LLOA0
CTaHAapTiB cKnagy Towo («MiHicTepcbKMiA HaKa3 NPo MOIOKO TOLLLOY») BignoBigAHO A0 NyHKT (1) ctatTi 13 3aKoHy
npo Xap4oBi caHiTapii.

3a pe3ynbTaTaMn O0B6roBOpeHHA eKCnepTHOro Komitety Paam 3 xap4yoBoi caHiTapii, ctBopeHoro npu PAFSC,
MiHicTepcTBO OXOPOHM 340POB’A, NpaL,i Ta CoLiabHOro 3aXUCTy BHece 3MiHM A0 MiHicTepcbKoro Hakasy Wwoao
MO/IOKa Towo, Wo6 BCTAHOBUTU CTaHAAPTM Ta KpuUTepii ANnA KOpoB'A40oro mosioka Towo ( Tob6To Kopos'aue
MOJIOKO, MOJIOKO 3i 3MIHEHMM CKIaZ0M, MOJIOKO 3 HU3bKMM BMICTOM XUPY, 3HEXKNPEHE MOIOKO, 06pobneHe
MOJIOKO, PiZiKi ANTAYI cymilli Ta MONOYHI Hanoi), siki He NoTpibHo 36epiraTn Npun 10°C abo HUXKYE, AK 3a3HAYEHO
HUXKYe:

1. MpoayKTH, AKi CTepuNis3yoTbCs, @ NOTIM acenTUYHO 3aNOBHIOIOTLCA B KOHTEHepPW/NaKeTw; i

2. MpoayKTu, AKi 3aM0BHIOTLCA B KOHTEMHEPU/NaKeTK, a MOTIM CTEPUIZYIOTHCA.

3MmiHu (NpoeKT)

BCTaHOBNEHHA CTAHAAPTIB i KpUTepiiB 418 KOPOB'AYOr0 MOJIOKA TOLWO, AKe He BMMaraeTbca 36epiratv npwu
Temnepatypi 10°C abo HMKue.

1. MpoayKTH, AKi CTepuisytoTbCs, a NOTiIM acenTUYHO 3aNOBHIOIOTLCA B KOHTEHEPU/NaKeTH
(1) KomnosuuinHi ctaHaapTH

uTTe3aaTHi 6akTepianbHi KNITUHU: HEraTUBHUIA (METoAM TeCTyBaHHSA MOBWHHI BiANOBIAaTM MeTodamM Ans
«iXi, ynakoBaHOi B KOHTEMHEPU Ta CTePUNi30BaHOI Mig, TUCKOM i HarpiBaHHAMY).

(2) Kputepii BupobHULTBA

BignoBsiaHi BUPOBHMKM NOBUHHI po3pobutu metoawm (i) i (ii), AK HaBeAEHO HUMKYE, | NOBUHHI 3acTOCOBYBaTH
MeToau.

(i) meTopa cTepunizauii waaxom HarpiBaHHA Npm 120°C npoTarom 4 XBUIWNH, AKMIM 3abe3nevye A0CTaTHI epeKT
ONA 3HULWLEHHA BaKTepiaIbHUX KAITUH Yy TaKUX NPOAYKTAX, AKi OTPMMAHI 3 iX CUPOBMHU Ta € KUTTE3LATHUMM B
UMX NpoAayKTax, abo byab-aKUiA iHWKIA MeTo, WO 3abe3neyye NOPiBHAHHUIN UM YyaoBU edeKT

(ii) meTog, acenTMYHOro HaNOBHEHHA NoNepeaHbO NPOCTEPUNI30BAHUX KOHTEHEpPiB/yNaKoBOK
(3) KpuTepii 36epiraHHa

BignosiaHi npoayKTK NoBUHHI 36epiratnca Npu TemnepaTypi He BULLE KIMHATHOI.



(4) IHwWi KpuTepil

3anMcK Npo cTepunisauito TepMOMETPaMM 3 aBTOMATUYHMM 3aNMCOM MNOBWHHI 36epiraTuca npoTarom
PO3yMHOTO nepioay, BPaxoByoUM Nepios A0 CMOKMUBAHHA.

2. MpoayKTu, AKi 3aM0BHIOOTLCA B KOHTEMHepKU/nakeTu, a NoTIM CTEPUAI3YIOTbCA
(1) CraHgapTv cknagy (3a BUHATKOM pigKoi AMTAYOT CymiLui)

MutTesaaTHi 6aKTepianbHi KNITUHM: HEraTMBHUIA (MeToan TecTyBaHHS MOBWHHI BiAnoBigatM metogam ans
«iXKi, ynakoBaHOi B KOHTEMHEPU Ta CTePUNi30BAHOI Mig, TUCKOM i HAarpiBaHHAMY).

(2) KpuTepii gns BUpobHULTBA (33 BUHATKOM PiAKMX AUTAYMX CYMILLEN | MOIOYHUX HaMoIB)

BignoBiaHi nNpoayKTM NOBWMHHI ByTM ynakoBaHi B KOHTEMHEPU A1 KOHCEPBYBAaHHA Ta CTepunisoBaHi
HarpiBaHHAM npun 120 °C npoTarom 4 xBUAMH abo cTepunizoBaHi byab-AKMM iHLWLMM METOAO0M, Lo 3abe3neyye
nopiBHAHHWI abo Kpalmin edekT.

(3) IHWi KpuTepil

3anucu Npo cTepuAisauilo TepMOMEeTpaMM 3 aBTOMATUYHMM 3anmMcOM MOBMHHI 36epiratucs npoTtarom
PO3yMHOro nepioay, BpaxoByoum nepiod, A0 CNOKMBAHHA.



