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1 1979 HEEIECEE ST HIE T HIRMEEE SR 2020 425 420 5), 4 TRGOREEE, $5ECRIT 5 Y —L « HEROWE | 1TSS ERREFHEE O
b FEAEREIR

REEEE7R 2020 4EGH 420 BICE S ERER R ERICEE D& M N EEHRORE R/ A/ e RNEE
BRI/ A SRR TR LT GBI S EREE

F1E SHUGPT, REEEW), E R & ORSF Location, Production

Building, Cleaning and Maintenance

L1 Mo, BESE. AEWHE. SR S, K
Hi7g EDOIEGEH BB TS Z &/ Location of a production

building shall be located with sufficient clearance from sources
of contamination such as rubbish, hazardous substances,
animal pens, dust, smoke, flooding. Effective preventive
measures shall be applied in case of the location is located
anywhere where it is not suitable and will create a threat to

food safety.




1.2 BRGSO OREEEMOPERC, AT i iiE

& IERRIHERE STV VRV Z &/ Areas around and inside
of a production building shall be clear of objects not in use or
not required for manufacturing that may build up of dirt or
being harborage or breeding source for animals, insects and
pathogens. Additionally, measures to prevent unintended use

of the damaged objects shall be applied.

1.3 BEEROMNINCEOV KT XIS, RS
M PR BTl TR AR A ST, HkODREE 0 R/
AID AV LA & 512 Ly Bk it LGl 5

Z &/ Appropriate water piping or drains shall be installed outside
and inside a production building with capability to collect
wastewater generated from inside the building as well as to collect

rainwater. Slope of the pipes or drains shall be appropriate to allow




adequate drainage. The pipes or drains shall be no blockage and

not cause flooding, muddy and dirty conditions. Direction of water

flow shall be taken into consideration when design a drainage

system.

14 WEEMIRETHY | HHRLORTRESHICTED LI
REFS AL, THRISRREICH Y . BEL TV anZ &

/ A production building shall be sound constructed and designed

to allow easy cleaning and maintenance. It shall be regularly

cleaned and maintained in a good condition. The following

requirements shall be complied:

CHBEZYTTIC, R B, A2 L Tb Ly

1.4.1 RIFECLRH# M 2 iV, SHET, JERIES T, PRSI
[ THAL T D 725370 BBLS DV TER Y | IEER7RIRRET

HY . HBEL T2 &/ Floor shall be made of durable and

smooth material. It shall be easy to clean and have




appropriate slope to allow adequate drainage. It shall be in a

clean and no damaged condition.

1.4.2 BEIFOLAREM 2 I, T, IBROA S T, IBERRIR

BETHY  HBIEL TR &/ Walls shall be made of durable

and smooth material. It shall be easy to clean and be in a

cleaned and undamaged condition.

1.4.3 RATELR2FE M Z WV, EHT, {ERPRS T, B
BT 2 B E SR BANEYLEI 72 559, THRARINEET, BB LT

722 &/ Ceilings shall be made of durable and smooth
material. It shall be easy to clean. Overhead fixtures shall be

clean, no damage and not cause contamination.

1.5 BSEEMIE. KO RORYET ) 7 ~DRAZPIETE,
SATED R OB O & OB AR TE S Z /A production

building shall be capable to protect against animals and




insects to enter into production areas or to come to contact

with foods.

1.6 fhEEMNE, BEOTZDOTRR ) T A L, BinORbE
TV T 2AEE, BiACHEE DS S iSO OREEE Y T K

ORET Y T M85 Z &/A production building shall
have sufficient production area. The production area shall be
separated from residential areas, dining areas and areas for

production of non-food products as defined by the Food Act.

1.7 BhEEYE, BEET Y 7T ERLET A DS UCKEED L,
VBYM X 28 2 TR HRWE 912352 &/ Each area of

processing in a production building shall be appropriately
allocated and arranged in a logical sequence of production

line so as to prevent cross contamination.

1.8 BUEEIT, R ORERICHEGRSND Z & 2B <TedIs,
WA 2 275, XTI ) 72 E P R &R D 2 &




M) / Filling room or management of filling zone shall be
established to prevent post-processing

recontamination. .(Major defect)

1.9 RUEEMNT, 22RO D T A D8RS AT LA
Z BROBAERRIE, - COFREED < LI ITBICERS

TEX DX T DI H7eik %2179 Z &/ The ventilation

system shall be able to control direction of airflow in such a

way that air shall not flow from high contaminated areas to

clean areas. Air ventilation shall be sufficient to prevent

contamination and growth of moulds in production areas as

well as to obtain a comfortable working condition.

1.10 RLEEMICI I/l Z 92 &/ Lighting shall be

provided adequately, in particular the areas where improper




lighting can cause mistakes during working or can affect

food-hazard control measures.

F2E HEEHY—L - B - BR0H, 1B OYRSF/ Equipment,

Machines, Utensils, Production tools, Cleaning and Maintenance

2.1 Fuhn & BRI HRNE Y —/b - B - BRIGI R CERG TS
A, EERFEMDMEDI, TERESISTE | JEmIMT S H)2

VRV RESUTAHEN ) MAE L 72 2 &/ Production equipment,
machines and utensils that come into contact with foods shall be
hygienically designed and made of materials that are non-toxic, no
rust, corrosion resistant and not react with foods. They shall be
easy to be cleaned and free of pockets or imperfect fusion/welding

lines which make them difficult to be cleaned thoroughly.

2.2 BLER Y —/L « B - 3R, BLE T A AThE EE A E
WIS DAL, TERMEORSFRRS T 5 & W TERNHE




HT& % Z &/ Production equipment, machines and utensils shall
be installed at appropriate locations and arranged in a logical
sequence of production line. They shall be located where permits
easy cleaning and maintenance and facilitates operations to be

carried out.

2.3 BLER Y —/L « B - 3R0IE. BLE A hoofEkE, RhE T
FRERFET DOV, +o7 8K 2% Z &/ Production

equipment, machines and utensils shall be suitable to that

particular type of food and processing. They shall be equipped in

sufficient numbers when taking into consideration taking into

consideration production capacity and be effectively function to

suit its intended purpose.

2.4 ol £ EHEHY 7 —7 VA F R S
HIEATHT, SOV HEVRFMDDI, THIIVES T, 1K




25 60cm LA EDEE D3 57, UIEFERHIIRD B OTEIZ &
HIEYER S Z LN TE AT OE S NHH = &/ Tables or work

surfaces coming into direct contact with foods shall be smooth surface,

non-toxic, no rust, conosion resistant and not react with foods. They

shall be so constructed that they can be easy to be deaned. The height

shall be at least 60 centimeters or at an appropriate level which that is

sufficient to prevent contamination of dirt from floor during operation.

2.5 BILOWES 7 N AT DEERTAEEA. #27 NOW,

KOS EHHhT DR FEOY aA v b, NyFr 2L
T ARG S AL, Ty RAR v MO BEAMF T,
Bz £ O CE, £HEHALCQOARWS Y hoRiZZE A

Zi 2% Z &/ In the case of using piping to convey foods, the intemal
surface of the pipes including pumps, joints/couplings, gaskets and
valves coming into contact with foods shall be hygienically designed and

free of pockets or comers that could retain dirt or microorganism




socould reduce capability of being throughout cleaned and sanitised. It

shall be of such construction as to be 7 capable of being throughout

cleaned. Any kind of cover shall be available to close an open-end of

tubbing when not in use

2.6 OB —/L - B - BRIGIE. BT 028, I<ICR
15 (ready to eat) Bdh & il U CHER 285513, HHRTC
TH7E U TE U I HERE A O A A R HE O XBI LT

L. 54% 1k C& % Z &/ Production equipment, machines
and utensils shall be regularly cleaned by the effective
method, in particular those that come into contact with
ready-to-eat foods shall be sanitised before use. The cleaned
or sanitised equipment shall be tidily kept under hysienic

conditions and be protected against contamination.

2.7 BB —/v « B - BRI, PR 208 U C RAFZRIRAEIC P
LUEHTED LI, B SR SN EIITTDH T L,




RIS R B AL DRI DWW T I A Roek L. IR 258

R TZRRZZH3 % Z &/ Production equipment, machines and
utensils shall be maintained in a good condition, be able to
operate effectively and not present any contamination.
Appropriate records and plans of control operation including
scheduled replacement programme shall be established for
the equipment including its parts that have a limited lifetime,
such as UV lamps, rubber gcaskets, filters, filtering materials.
During maintenance is being carried on, it shall not constitute

cross- contamination to foods

2.8 AHERIHTEAME, 0tk EHMEA G, 410 1L, K

IE$ % Z &/ Balances and measuring equipment of an

appropriate range, accurate and precise shall be available in




adequate numbers. Calibration shall be done with appropriate
frequency and at least once a year. Appropriate actions shall
be performed upon the devices of which calibration results

indicated deviation from an acceptable range.

(LR LRES TN, BORBETTO 2 EBHALTH IV

FIE HETRYETY Process Control

3.1 JFRPEE B R ORI/ Raw  materials, Ingredients

and Food Additives

3.1.1 RECRZERIFMEL By kORI Z8E L, ik
BrORFRICIL Ul Zelif®aHET 5 Z &/ Raw materials,

ingredients and food additives that are qualified and safe shall
be acquired. Safety information for each type of raw material

shall be made available.




3.1.2 MIDUTED LICHRE L, 158 RIIE L, AEWESUIIER
ADFRPEF L IRIE LR K D IZX T2 2 L, 7 L —if%
WHEZ & R0 ERNET 25813, 7 LR —iF e
ELRIFREL L SHEL TORE L. BERERERS AT L2 2D

Z &/Raw materials, ingredients and food additives shall be
kept on pallets/shelves or platforms under conditions that
permit protection from contamination and minimizing
deterioration of materials such as control temperature and
humidity. They shall be kept separately from hazardous
substances or non-food materials and materials. In case of
production of allergen-free foods, they shall be kept

separately from materials containing allergens.

3.1.3 Piifr, v MEIE, Ehl, &bk, MR, KIRL, Bl
MBS U TR BTN T kS 2 fae A R IR 5

—WIBER OB IEEE D DH Z L/ Where necessary,




pretreatment processes such as washing, timming, sorting,
blanching, filtering, cooling, sanitizing, shall be applied to
reduce hazards that may be carryover from raw materials or

ingredients.

3.2 IS Food Contact Packaging

3.2.1 RHETLAR, I BB #E > T ASR AR ET 5
LT, BB TERS. BEOLZEMRE, IR ZROREKR

Ve Sk % 2 &/ Food packaging shall be acquired
based upon safety qualities and be suit with intended
purpose of use. Qualities and conditions of packaging such as

defects, cleanness, seam quality shall be inspected.

(F : JFCTIE 8.2.1 ZWRFELTND)

3.2.2 WUNZ, HRSERNI D ITE, BEILOEEAIL, JeA
P VBT AT 2 %12 % Z &/ Food packaging shall




be appropriately stored and transported in a manner that
permits protection from contamination and damaging. The

effective stock management system shall be established.

3.2.3 MBI U FHRMCGNA S i S U35 2 &,
IERE OIS BET D580, FERSERNE 91T
THZ L, TIER LAWGEIE9ES I AT 2% 25

Z &/ Where necessary, food packaging shall be washed or
sanitized to remove dirt before use. The cleaned or sanitized
packaging shall be handled in a way that permits protection
from contamination and damaging and be immediately filled.
There shall be in place the effective system to protect the
cleaned/sanitized packaging against cross-contamination from
environment and un-cleaned packaging if it is necessary to

delay the filling step.




3.3 fils/ Mixing of ingredient

3.3.1 BN ZERT 25618, IEBROBEITHE MER L,

WYREEECRE L, BRIJREEDE T, ZOMEE T
HZ L, MIMTEFIEERT 25813, eI S EE
ML, B L~YUTIED D L IBRET 2B 5 Z &)

/1 In the case of using food additives, it shall be in
compliance with legal requirements. Measuring of food
additives shall be done by the appropriate devices. Mixing of
food additives into other ingredient shall ensure
homogeneity. Appropriate records shall be maintained. In
case of using processing aids, it shall be in accordance with
the reliable safety information. The amount of food
processing aids being used shall be limited to their indications

given on the labels and it shall be afterward removed from




foods to a certain level that is safe for consumer.  (Major

defect)

BRI E LTRET, 331 K332 HA—HIZ LT3
LTHEVY

3.3.2 MOREIE, BLE RN T~V NIFR SN TR S
TeRRITEET D 2 L2t 52 &, if_lﬁu’%%ﬁﬁﬁé

(2 B2kl G 3% Z &/ To control qualities and safety of
a finished product, a proportion of each ingredient used other
than food additives shall be reviewed to ensure that it is
being used in accordance with that specified on the

product’s label or in the registered recipe.

3.3.3 (HAITIE U OMMARA Y B UK BT 2 RfdE
ERICHEA T D B UIBE 2729, 3 ICR b B
DGy &%, XITE O & HAT KL OKIL, &

A 1 B ESET, FTKROOKE, B & S0

L ET 5 2 £ (M) / Water and ice that are food ingredient




or coming into contact with ready-to-eat foods shall possess

qualities or standards as prescribed in the Notifications of Ministry

of Public Health regarding bottled drinking water or edible ice, as

the case may be. Testing results of its qualities or standards that

analyzed at least once a year by a government laboratory or

accredited laboratory shall be maintained. They shall be stored

under hygienic conditions so that permits protection against

contamination. (Major defect)

3.3.4 BLEE Z W TR B ADRN T % . AEMINZ L 595 6K
OB DRFEZE LIRS D K 5 ZRRE TR L. 2hRAICEH L

T4 % Z &/ During production is being operated, the
mixtures of ingredient shall be kept under suitable conditions

that permits protection against deterioration caused by




microorganisms, such as control holding temperature and
time, prevent cross-contamination and be scheduled to use

effectively.

3.4 HE L THLER VYU 5 TR E T & falify
FVEA RO IRRE S 2 TRAER 21T O LT, Wiz ®

ML, ZORERETERTHZ M) / A processing that is
employed to reduce and eliminate microbiological hazards
shall be controlled in order to reduce and eliminate
microbiological hazards to be at safe level for consumption.
Such processing shall be periodically reviewed. The

appropriate records shall be maintained. (Major defect)

3.5 HMESUTHRIAR S DA A L L L TORLA, HRA OS5,
AERP - B DT > NEY, AERERSOIGHR L THE LT
BRI Lo YU IR D F ORI BE 9 2 el i 2 s U
brEd D TR Z & ETICRIET 25013, BE TR RS




IGYEBAATH Z L M) / For the case that there is no any
step of processing to reduce and eliminate microbiological
hazards to be at a safe level such as mixing, repacking, cutting
of fresh produces, strictly control of contaminations, such as
selection of raw materials, prevention of contamination
from human, food contact surfaces and environment, shall
be performed all over a production process considering

particular risk of food being processed. (Major defect) GE/
([CHFALRVEATE, BATHEELOTHHLTH LY

3.6 Ui O¥EEl/ Container fill and close

3.6.1 NG OV 2N ATV, HURIC/EEAAT H 3R, %
AW DOEGEZ [ < To OIS 3% B O 2GS U TR DIREE
FRALT, FHEROBLIERAZ# D 2 L, RO E A /R

L OMEL T 25813, IEL T 5 Z &/Filing




and closing of containers shall be done appropriately
requiring that the measures to prevent re-contamination from
production equipment and workers shall be implemented. In
this regard, it shall be done without delay and temperature
of foods shall be appropriately controlled taken into account
types food in order to prevent growth of microorganism. Use

of preservatives shall comply with the relevant regulations.

GEINTIGI L TUVB, TR BHIE LTS = & 2RS4 5)

3.6.2 BHEOTERMA ST H Z &/ Quality of seal or seam

shall be inspected

3.6.3 T YUITERIRIEICH Y | OB E N RN E TE

5 ENCT B0y lEREFR T H I &/ Labels

shall be in a good condition and provide sufficient




information in order that consumer would be able to

consume product safely.

3.7 BHETRRZR T, FRPEL By, B M Okl
ERENT DR, IEROEREEG ISR SN EHICTH Ik

(M) / Transportation of raw materials, ingredients and finished
products during processing shall be done in such a way that

it does not cause cross-contamination. (Major defect) (£

IS BREE S BIEHET T 5)

3.8 NHA X IBYRTE DT 2 e IBIE S 5 7o J5ks
Bl 5lgy - BARASI - UGS - For B « AR E S
OfE, BT > b RO &2 MG 5 72 OIS

VB2 A i 2 5 Z &/ Identifiable information that s

necessary for effective traceability and analysis of root-causes of

non-conformity or contamination problems shall be maintained,

such as identification of type, lot and sources of raw material,




food additives and packaging, finished product, non-conforming

product.

3.9 FefkHlil/ Finished product

3.9.1 1 [EILLEDOSHHRERIZ L 0 | Bl ASBEEd~ 2 /T
AR EIRICEAET DB X IHE 2792 & (M) / Qualities

and standards of finished products shall comply with the
relevant Notifications of Ministry of Public Health. Testing
results of its qualities or standards that analyzed at least once
a year by a sovernment laboratory or accredited laboratory

shall be maintained. (Major defect)

3.9.2 HRFEHI DA B 2 BN RS B ONERE L, B A HERT
L. BEHZUE - GRS, S, S, RED)»

5 OIGEROIEREZP1ET& 5 Z &/ Storage and transportation

of the finished products to sale shall be done appropriately.




Appropriate equipment or vehicles for transportation of foods
shall be allocated. Such equipment or vehicles shall be
capable to maintain quality of foods and it shall be easy to
operate cleaning of area or surface assigned to keep foods in
order to effectively protect against cross-contamination from

the equipment or vehicle, human and environment.

3.10 fEOFE, &, KOWOeT — ¥ Zitekd 5 &I,

DY a—VHEEEDSHZ L/ Records of information
regarding types, production volume, and sale data shall be
maintained. Product recall procedures shall be established, in

particular dietary supplements.

3.11 HU&ANEEE 2R U TBERE L CHEENCE T 5 2 &/

Non-conformity products shall be appropriately managed by




separation or destruction in order to prevent distribution to

sale or consume.

3.12 BT~ UTFTR SN IRGEHIR B E 78 1L, 7D
MOV AR— M 2RET 5 Z & Records and reports shall be

maintained for at least one year after the date shown on

product labels. (1 4ELL B ERRET, WSS 5)

3.13 ARETROZEMIHE N, PIERERR S ISR 2 X 2 PG
TAHEZ 1 BILLEOBEETITY 2 &, BEEITZFOmRREZH L,
PR L CWBENEL L, REEDR RO T2 A R IEE

ZHH Z &/ At least once a year, internal quality audit (IQA)
shall be carried out based on the requirements prescribed in
this Notification by the internal or external competent
auditor(s). Effective corrective actions shall be taken to

address the non-conformity.




BAE N E/Sanitation

4.1 KEHEMT 256813 M B ACE LSRR A5

Z &/ Water for domestic use shall be clean water and be

appropriately treated to suit the intended purposes of use.

4.2 bA VRO M VIEBEOUERE RIS A537280% A 2 A ATRE
CHAERIZRIRREZAER L, IRIAOIR, AR B X3
FlZfEA D &S, b VOREIEGET Y 7 LS T

L7 XFHGET Y Tz m o TEER LTV RN Z &/
Toilets and hand wash basins located outside the toilets shall
be adequately provided for workers. They shall be in usable
and hygienic conditions. The basic hand wash facilities, e.g.
hand wash solution and hand drying facilities or sanitizing
solution shall be adequately provided. Toilets shall be

situated separately from production areas or shall not




opened directly into production area.

4.3 HEEB DK FOIRE DT= D53 D) 7853 i % i
A AENAERIZRGETICRRE L, (GREGI SR SR &/

Appropriate  changing facilities including cabinets/lockers

dedicated to keep personal belongings shall be adequately

provided. Those fadilities shall be in suitable locations to

facilitate convenience of workers and it shall not cause

contamination.

4.4 BEET Y T OBEEIT 070k R A, EYRALEICZSH D |
WA, T2 i) 3 s X E =R & % 5 Z &/ Hand wash

basins located in the production areas shall be clean, usable
and adequate for workers. The basic hand wash facilities, e.g,,

hand wash solution and hand drying facilities or hand




sanitizing solution, shall be adequately provided. Location of
hand wash equipment shall be suitable for worker to use
and not cause contamination into production lines and

products.

4.5 BN O AR B OB~ 2 %R 2 UL BFERD
BRI A | & 2 SV HEEZ WS Z L/ The effective

measures to control and eradicate pests and insects shall be
implemented requiring that the pest management
procedures shall not cause contamination into production

lines and products.

4.6 ZHEEUNER L, (B EE &I SN &, FD9
W2, THE ALY, WY EICECE L, i
W ZHDOWEY o 2 —5 3R T H 2 b T hEERE R OSERT

BHERE, 1Y 5 &L - STV HENR OSEE Cf 75 Z &/ Waste




management shall be done properly in such a way that does
not cause contamination. Appropriate bins shall be
adequately provided and located at appropriate location.
Selections of bin shall suit each step of food processing so
that it shall not cause contamination such as using a bin with
lid. Waste collection area shall be separated and located
away from food premises. Clearance of the collected waste
shall be done properly with an appropriate interval of time
so that it shall not be allowed to accumulate and create
environment conducive to be breeding sites of pests, insects,
and pathogens. Unpleasant odor shall not be produced due

to the accumulated waste. Transportation of waste shall be




done in such a way that does not contaminate into the food

premises, production lines and products.

4.7 AL WE OEB R A U FTEOM A e E &
LRI D700 REHE L, (592, G
TDIHELTIRE L, O RZBT . BIROIWE T
ACHE S WEEZRHBH L THRT 2 Z L 2B SR e

% Z &/ Measures for management of chemical substances
used in food premises, e.g. pesticides, personal hygiene
agents, cleaning and sanitizing agents, chemical agents used
for maintenance, shall be established. Information which
includes type of chemical substances, material safety data
and instruction regarding safety and effective use shall be
made available. Application of chemical substances shall

follow the prescribed safety instruction and that it does not




cause contamination into production lines and products. Tags
or labels showing clear information shall be displayed in
order to prevent misuse. The chemical substances shall be
separately stored from the food premises in the orderly
manner. The hazardous chemical substances shall be
protected from the unauthorized persons to access and use

without permission.

4.8 OO, TEm A OV, RHCBd 223,
BRZEESRVWE I ICEHT IR EZHE LD L/

Measures regarding management of equipment used for
eradication of pests and insects, cleaning, sanitizing and
maintenance shall be implemented so that it shall not cause

contamination. (LB DOEAE DIEE & % & O AT %)




W5 {HAf#/ Personal Hygiene

5.1 Bl U 7 COVEENFE L OAX ~ 7/ Workers and

personnel involved in production area

5.1.1 A5 1 51979 H) THE SNT-RAICE> TR 53, X
ITFDREE TR BHRE L TWARNT &, D OIRKOER

DD LIV DVERENEFE DT ORIRGEL TN DH Z &/
They shall not have diseases or being a carrier of diseases
that are prescribed in the Ministerial Rule Number 1 (B.E.
2522) issued under the Food Act of B.E. 2522. They shall not
have wounds. Measures shall be applied to those who have
illness symptoms in order to ensure that any person coming
into direct-or indirect-contact with foods would not cause

contamination to foods. (@RI DTl 2DV N CRIAFT 25 23,




1979 FRANAIESSERH 1 STIREShIORRELS 2
A

512 AR T2, v=FaT & LRV L, FIRATERICHE
Ff4% 2 &/ They shall keep the body clean such as keep

fingernails short and unpainted.

5.1.3 VESEBHAEANZ., FT-I5Y94R & 72 W8k LU7-1412, Al
FEWERIZT S Z L, FEE2THEEE. FREITD DHHI

\CTREPNERICT 2 2 &/ They shall always wash their
hands before working or after touching sources of
contamination. Hands shall be washed thoroughly before

wearing gloves.

5.1.4 FRZITO TRMMNIGE, FRITESRE
. VBT, BAERTT, A Lﬁﬂﬁf%ﬁuu%ﬂﬁ Y L72V ‘?%H_

TTETWHZ L/ Gloves that are coming into contact with
foods shall be intact, clean and sanitary. Gloves shall be

made of food grade materials that would not constitute




contamination into foods.

5.1.5 VEERHIER, Za@ ol U3Ah, =7 m | KO

WMz EHT 5 LI, MEIDEUTYAZ 2352 L/ During
working, a clean hat or hair-scarf/net, clean apron or cloth
and clen shoes shall be worn. Face masks shall be worn if

necessary.

5.1.6 EERACIE, BYE2ET £7 78—, KEtel
OFWEEEET Y TITHFHIAE T, BLEHRT N0 H 5

PREE A U722 &/ During operation, they shall refrain from
eating, drinking, smoking or behaviors that could result in
contamination to foods. Personal effects such as jewelry,

watches shall not be brough into production areas.

5.1.7 £ LIV OVENEERNEGIIHEZE T L, HHEDIEL
EORET D LI, AEROEEEREZBSIIET T 2 &/




Personnel of each position shall be trained with appropriate
training course(s). Evidence of training attendance shall be
maintained. They shall strictly comply with the signs and

notices of hygienic practices.

5.2 5YBIED 7= BLEI BRI E B LET Y T2 AD

VEPND LG OFEMGIEXIFREEZED D Z L/
Procedures or provisions to prevent contamination shall be
implemented toward persons who are not engaged in food

processing and going to enter production areas.
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TR TRELRIERARSEAVEEIK, IXTNVY +—F =T R T RCE DT IR N SIEROE R/ A/ HE &S
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1. IR TR RI-EARBA VKRNI R INY +—F
—%&85E+ 584 /Production of bottled drinking water and

natural mineral water by filtration process

1.1 KEZE oo dGET 5 v AT AORGEHER E LT
AR A72010, FI2 1 [BPLETZRT B —I2 X BA4KOKE

DIHHRERDLR— F 2 AFT 52 L/ At least once a year,
physical and chemical qualities of raw water shall be tested
in laboratories in order to obtain information required for
designing of the appropriate and adequate water-treatment

systems.

1.2 (WEIZG U OKEUE TR A DRI, #EME — IR
O S DT DITAKRDIRIEERZSET A TRERITHZ L, 2
RTNY F—Z —OKEEBET DAL, FE AT




ZHE L SN2 &/ Where necessary, pretreatment of raw water
shall be performed in order to reduce initial load of microorganisms
prior subjected to further treatment systems. In a case of production of
natual mineral water, the methods of pretreatment shall not

jeopardize the essential compositions of the mineral water.

1.3 EEOBEIEA T A RERL-IUIR D E T, KT
TET DA ENE A2 C& DA TR, REERITRIE
L CEAC& 2K dE Y —/L « SEE AT, TSI
R OBBNRZ WA T 5 L, ZofRATSRT 5
Zé, RBIRTINY p—FZ—DONKEEWET LA, £

EALEME LSRN L/

Water-treatment processes shall be established to eliminate
or reduce hazards in raw water to safe levels and that shall
comply with the relevant legal requirements. Equipment,

Devices and facilities for water treatment shall be functioning




properly and relate to production rate. Performances of the
equipment for filtration and disinfection being used shall be
periodically checked. Records shall be maintained. For the
case of production of natural mineral water, the methods of
water-treatment shall not jeopardize the essential compositions of

the mineral water.

1.4 FHEYDMIE/ There shall be measures to prevent

post-contamination.

1.4.1 /KOFEEEE . FFHEA~y R7p Y| FEEMECRbh & efihd
HFRMEWUNIER L VN L. B E TRANBYDOR A%

Bhlkd % &Iz, FERAFERT 5 2 &/ Food contact surfaces of
the equipment used in a step of filing such as filling

machines/devices, dispensers shall be appropriately deaned and




sanitized by the methods that shall not constitute contaminants to

the products. Records shall be maintained.

1.4.2 IHAAFHT K D1H9Bh IR 2580 5 Z &/ There shall be
measures to prevent contamination from packaging.

(1) B AT E DUNARR  IE LWI7ETIER R OV R
L. FRET HR1OK TP <72 ETER KL OVHRER DB L2

IHGBHIER 258 UL B BICIEET % 2 &/ Reusable padkaging shall

be washed and sanitized by the valid procedures. Measures to
protect the washed and sanitised packaging from envionmental
postcontamination shall be camied out, such as rinse containers with

treated water and fill water immediately.

@) iV ETORE R FEET S RO TP I
M G DTER 2 i1k L TR DhoxRzm LT, 1b

\ZFEEET % Z &/ Sinde-used packaging shall be rinsed thoroughly by

treated water. Otherwise, other measures to reduce or prevent




contamination from packaging shall be camied out. Filling of treated

water shall be done immediately.

1.4.3 {ERREETHE L, K& Y SOV REH OB &
<, FeHA~y RS EEFE L CEBICEET 572 8, BB
SOVEG AL TE DFIEFE, (5Ya 5| S 2 SWEES

Ez % Z &/ Filling shall be done in dean fillingrooms and in a
manner that allows protection against contamination from
environment, such as operation done on a platform with appropriate
height above ground; fill water directly form dispensers and
inmediately close a container after filled; dlosure shall not constitute

contamination.

1.4.4 FREASFIZ L D RAEBIIES D 2 L, ZDTDIZ, iF
BaHe0 &z L, =7y BEBOW. A7 &2kas
L. TEERNCERITZEE D, D7 &b FTIHAERO A X
PRl 72 v 2 &/ The minimum requirements or measures
to prevent contamination shall be applied toward the personnel
engaged in the filling process, which indude wearing clean dothes,




apron, hair net/cap and face mask, regularty washing hands before start
working, and avoid touching an opening or inside of a container

2. W TR AT AR 2 BT B 858/ Production of edible

ice by the filtration process

2.1 KOBEEAEH T 2K KIZBET AIMMEE S RICES T 5
IKEFRHERT- L, FIC 1 BILLETZ AT MU —IZ X501 &2%
VT BEARERA Y B OELEIZ BT A 1.2 TEN N 1.3 TH L [FlkE

(2, IROFEE M2 KROKE 2N UGS 5 Z &/ Water
used for making ice shall possess qualities as prescribed in the
Ministry of Public Health regarding edible ice. Water qualities testing
shall be done by laboratories at least once a year. The
water-treatment processes described for bottled drinking water as
stated above in the paragraphs 1.2 and 1.3 shall be used to treat

water for making ice.

22 7y T A REREET D55 De < & B LRI G
YepphiER AR 5 Z &/ A production of block ice shall




apply the measures to prevent post-contamination of which the

following minimum requirements shall be applied:

2.2.1 KBZ BT DI T 2K, IKZ2BED K. XKL
Pl 2 wIRENED B HKIZIE, IKOFLEITH T 2K LR T
Bk ORI 52 L, BT 563, T K%
Bz T, B ARSI Y > 7 W ITHRICRO LT, iRz
RiEKT 5 Z &/ Water that is used for releasing the ice from the ice
ans, that is used for washingice or that is possibly coming into contact
with ice shall possess qualities as same as water that is used for making
ice. Redirculated water shall be regularty replaced.

Cleanliness of water tanks or reservoirs shall be maintained.

2.2.2 HETULTGROIR, 70> 7 7 A ZOEMK OBkR
O, KD w2 — T &, K & Bl 2R m %
FITIERMA R T 2 L2, 205 HOER M B &
B2 D78, FAEEBO T DI Y525 OE R 2§03 5 %5K

Zam U5 Z &/ Any surface that is coming into contact with ice
such as platforms for dropping ice, ice conveyers, ice cutting

machines or crushers, shall be regularly cleaned and sanitised.




Restricted areas shall be determined with provisions to control
hygienic conditions such as change into clean shoes dedicated for a

specific area.

2.2.3 HYERIT, {5/ U SHRUERR, 7 b OB IHA,
B HEEED S Z &/ Conveying, autting, aushing, packing and

transportation of ice shall be canied out in a hygienic manner and in

such a way that not cause contamination.

2.2.4 KON Z WD 581300, M3 L. iU T, ik
ANCIRET D70 8, FRIHOR LT DUAR SR LT, 1Y

MR Z L DTEGOPIER A7 U5 2 &/ Measures to prevent
contamination from packaging shall be implemented, in particular
that the multiple-use packaging such as nylon-sacks for contain ice

shall be washed, sanitized, dried and kept under hygienic conditions

2.2.5 VEENEEEIC K D159 A3 52 b, 207012, 1HR




R0 E L, =Ry BEEOWRT. A EEEL, E

ERNCHEREIFZYED Z &/ The minimum  requirements  or
measures to prevent contamination shall be applied toward the
workers, which include wearing dean dothes, apron, hair net/cap

and face mask and regularty washing hands before start working.

2.3 2= " T A A&8EET L5567 & B LU G

YepBhIk a0 5 2 L/ A production of tube ice shall
apply the measures to prevent post-contamination of which

the following minimum requirements shall be applied:

2.3.1 JKOWHESZ VDA 1300E, 3L, 2L ¢, ik
NCEET D70 L RO U3 A URAEZH I LT, I

R K DVE Y DOBL IR 23 05 Z &/ Measures to
prevent  contamination  from  packaging shall be

implemented. The multiple-use packaging such as




nylon-sacks shall be washed, sanitized, dried and kept under

hysienic conditions.

2.32 TERRFAETHRE L, KLY SO FEEAOREZE
<V FHEASy ROLEEFHE L TELICRET 272 8, B
SOTEGEYIETE DFEGIE, %2 5| ST SVEED

Ez W% Z &/ Filling shall be done in dean fillingroom sand in a
manner that alows protection against contamination  from
environment, such as operation done on a platforn with appropriate
height above ground, fill the ice into a container directly fom
dispensers and immediately dose a container after filled; closing

practices shall not constitute contamination.

2.3.3 FHEFMEIC K A1EGR AT 5 2 b, 2072012, 1HER
RV E L, =y ZEEOWET. A7 EEEL, E
SEANZERI T2, T CUUNA RSO N X INHRAZR DO PNERIC

filg 722 &/ The minimum requirements or measures to prevent




contamination shall be applied toward the personnel engaged in the
filling process, which indude wearing dean dothes, apron, hair net/cap
and face mask; regularly washing hands before start working, and avoid

touching an opening or inside of a container

3. RihibEETE/ Food process control supervisor

3.1  BLEf O LS E P (Food process control
supervisor) & L COFEHE AR I T2DDAH » 7 ZEHIZ LY
T 52 &, RMEEIEEIL, &7y MOREENERIC
WAETLEI 7L, BT D LT, s TROE AR
AT AFEB A, BUEEBIHOHE AT 52 ERROH
NDH, TDIOHIZ, Bih « EFRMEBESFERSUIFEER
DY A MIBERSIVHHERBNC L 5, I8 LR AR5 # P
RaAVIEIK, IR TNV —F — K OBAKORIEE P
FOIDOH Y FaT7 LEET L, HBRICEH LI-iHLE 2

#L92%/ The personnel, so called food process control
supervisor, shall be assigned duties in written to oversee and

control all batches of food production being undertaken at a




food premise in order to ensure compliance with the
relevant regulations and to review records regarding process
control activities. The food process control supervisor shall
be qualified to perform

process control and maintain any evidence of successfully
completion of the training courses on process control
supervisor of bottled drinking water, natural mineral water
and edible ice which conducted by either the Food and Drug
Administration (FDA) or the training institutes accredited by

FDA.
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RIRARHIEC K DIERE TR RIRE S A 7D MR TN E D& R~ S IER OB/ 2/ HE &S
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1. AFLOZE/Incoming raw milk

1.1 AFUCE ENDPUEWEIC L DA EME A LRI L~
(2725 £ CHHIE XTI 2R 2 U, T OSSR A0k 5

Z &/There shall be the measures to prevent or reduce risk

of antimicrobial agents in raw milk to safe levels. Records

shall be maintained.

1.2 FSERBRHDIFIA & 720 15 TEO 1 5 O Rz
B Tebic, RN SN0/ 37 T ) TR D EER A

U5 Z &/There shall be measures to control the initial load of

microorganisms in raw milk in order to prevent production of

heat-stable toxins which may result in incomplete disinfection.

2. REREO TEH
BEhET D IR RIS IR R OWHH A B LT, XU3H




BEIIK L TZETHD LD DI TWDFEEICAIY | K
AR TREEHL, ToOMRziEd 5 2 &/ ool of

pasteurization process Pasteurization process shall be controlled.

Temperature and time of pasteurization shall be in compliance

with the values as prescribed in the relevant Notifications of Ministry

of Public Health or as determined in the acceptable scientifically

proven procedures of pasteurization which provide safe products

for consumer. Appropriate records shall be maintained.

2.2.1 EARAFEEE L, a4 1E L 2RlThiz, HTE5

WRBIZ L, D7e< E BT @Y s 2 Z &/A  pasteurizer
shall be equipped with a complete and corect set of
instruments so that it can function properly. The followings are

mininMum requirements

W

(D) FEERFEERE ORI, B 208 T i<




VRA  MEBT DR OIREE, MONREZ T 5 T2
BOBEhORE 2R E CE HAEICRET 5, BEFHIIEMET
HY ., A 1 EUESEETS 28, £, 3o 0 ERZ A
BT ORAE H ) TRBIOKIETE B 2 TR 2 i 5 2

&/ The themmometers for measuring reference temperatures shall
be installed at the locations where it can detect the lowest
temperature of the food while pasteurization run as well as the
temperature of the food after cooling section. The themnometers
shall be accurate and precise and it shall be clibrated with a
frequency of at least once a year. The clibration tags showing the
dates of the last or next calibration shall be displayed at any position

where it can be clearly observed.

Q) FHEEEET, B BRI S 5 7 DI B O JRE

9% Z &/The agitators shall be installed at appropriate locations

where it can facilitate uniform distribution of heat.




2.1.2 FEDOK T v MWW TR OIREE M O] 25 B

L. TOfERZTET 5 Z &/Temperature and time  of
pasteurization shall be controlled for every production batch.

Records shall be maintained

2.2 EHFEIRFRE/Continuous pasteurization

2.2.1 RIERGISE S, BEREAIE L <SERIThiz, T 5%

WREIZ L, /e EHLUTF @Y Ehid2 Z &£/A  pasteurizer
shall be equipped with a complete and comect set of
instruments so that it can function properly. The followings are

minimum requirements:

(1) FEEREREROEERE LT, HT7 ABNOKRIZ L DI
JE7F, RTD XL RTD PT100 D>t o h—%Aif 2 727 2 % Vil
JEF. Thermocouple X 3R IE U ClRIEZEDRSE 2 FF/= 5 Z L3
TELMOF R L%, REL T 2 TRICADHIORRFE D
HemhrE, LONREE R TN 5 TREART- 14 ORLEE A HlE S
DNEICRET D, 70d6, WRIENEDFE TRADTIIED
V. TOBNWTHRENRERIT RS20, T v RiRA v vk




U720 LTUIZR B0, EDHEAIY B MBS, RiEREFR
THEH—DRE SN TND Z & IREEIHER 0.5 B U IEER
1 EE CTORE THiuL, B OZI7E 4°Clem LLF T 5
Z &, IRERHIEMETH Y T 28 ARSI 1 [FIE
FWRIETZ 2, 72, 1oV & RZDAEIERHTORIEH
SUFRBIOZETER 2R R a5 2 &

The reference temperature indicating devices such as a meraury-inglass
themnometer, a digial themometer that is equipped with the resistance
temperature detectors (RTD) or RTD PT100, or themnocouple. Other
devices may be used to measure temperature if their calibration results
indicate that they have 16 equal predsion and accuracy to the reference
temperature devices. The indicating thermometers shall be installed to the
holding tubbe out prior to the cooling section and after the colling section at
any location where it shall not jeopardize a flow dnaracteristic of food

which lead to incomplete pasteurization as well as not aeate podkets.




Display of the themmometers shall be located anywhere where it is easy to
read. The themmometer shall have divisions that are easly readable to 05
degree Celsius or 1 degree Fahrenhett and whose scale contains not more
then 4 degees Celsius per centimeter of geduated sale The
themnometers shall be acauratie and predise and that it shall be clibrated
with a frequency of at least once a year. The Glibration tags showing the
dates of the last or next calibration shall be displayed at any position

where it @n be dearly obsenved.

(2) BENEERSREEIL, FHRR O v Y—(Sensor) THERL S
U, REEZ T 5 TARIC A DRIOREFE ORAE, KOV
FEZ T 5 TAR AR T4 OB IREE 2 IE - A ALEI R E
%o 0¥, RENMEOHECTRMOMNLIEDY . ZOEWN
TRENATERITR ST, Ty RARA Y MR ELTED LT
372570, IREOEEEITE =0 b DEFE2%E

L., HELZIREZ AEICRRCE 52 &, 2O, 7—
A PMBIEXTUE ST e b7y, FoskdEE L, BhERLE
AR 2 BRI . D OFDEEZBE LN E D




ICHEET D 2 &, Teds, RUEREEI IR ] CREE A i
THZEEHIETHUAT LEFRITDH &, Rl T
ThY, HHT DR Z G 1 R ET S 2
Lo FoL 1Fo X0 L X BNENTEFORIE B X 3k[E oD

{
¢
BIETE R Z iR 2% % 2 &/ The automatic temperature
recorders shall be equipped with temperature sensors that are
installed to the holding tube out prior to the cooling section and after
the colling section at any location where it shall not jeopardize a flow
characteristic of food which lead to incomplete pasteurization as well
as not aeate pockets. There shall be a temperature recorder that receives
signel froma temperature sensor. Temperature values shall be autormatically
recoded of which the recorded data shall not be forgery or madified.

Before processingstarts,  the automatic tempperature recorders shall

be adjusted to read temperatures that agree as closely to and not




be higher than the reference themnometers. Systems to prevent
unauthorized adjustment made to the automatic temperature
recorders shall be established. The automatic temperature recorders
shall be accurate and precise. At least once a year, the instruments
shall be calibrated with a calibration range covers all operating
temperatures. It is required to display a calibration tag for each one
showing the last and the next calibration dates. The calibration tags

shall be displayed at any position where it can be clearly observed.

(3) BHEWRNFIAETLIEE R OEHRS AT A%, IREFHROYE
I X ARRERE DS FTEDIREE L W IRWEA. i
IR EEAEE DB EZ HIE 5 70012, RS ORISR E AR E
THZ L, EEITEMETHY, F 1R HREL, 1o &
0 & RZ DB OBIE A XUTRIEOBIEFE B &2~ 1
BERERT DI L, FTFFAI 2/ CORWEDNREEEOR E
EIELTCRT D Z E&2BHIET A3 AT L ERIT 5 LI,

R OBRULOIRFEDSFTE DIRFE X D AKWGEOEf s 27




L%z % Z &/ The automatic flow-diversion devices and
alarming system dedicated for the event that pasteurization
temperature falls below the desired set levels. The system
shall be equipped with temperature sensors installed into
the end point of a temperature-holding tube and it shall be
accurate and precise requiring calibration done with a
frequency of at least once a year. It is required to display a
calibration tag for each device showing the dates of the last
or next calibration. The calibration tags shall be displayed at
any position where it can be clearly observed. Measures to
prevent unauthorized person to adjust the preset cut-in

temperature must be established. The alarming system shall




be installed to warn that pasteurization temperature falls
below the desired set levels.The system shall be equipped
with temperature sensors installed into the end point of a
temperature-holding tube and it shall be accurate and
precise requiring calibration done with a frequency of at least
once a year. It is required to display a calibration tag for each
device showing the dates of the last or next calibration. The
calibration tags shall be displayed at any position where it
can be clearly observed. Measures to prevent unauthorized
person to adjust the preset cut-in temperature must be
established. The alarming system shall be installed to warn

that pasteurization temperature falls below the desired set




levels

(4) FEHHEER L, BUEMD S OB Ulan X S 1z, ok
EAEHHIET 5 R 2 U5 Z &/Flow rate regulators  shall

be implemented with the measures to control alteration of

flow rate so that it does not deviate from the set parameter

2.2.2 BEDHK T v MBI DRI OIREE & O 2 2 B
L. fEHEHolding time) D IEME S ZHER L T (Validation).

ZORER AT D Z & /Temperature and time of pasteurization
shall be controlled for all production batches. Holding time shall be

validated. Records shall be maintained.

2.3 EREDONRET = v 7 L ARAT 7 X —B X T~VLA %
UHE—VPOREE., INTT ) T ORI EARE ) ) — 2

BIZBT HELREFHE LCHEA L, Fiékd 5 2 & /Pasteurization
effidency shall be monitored and employed to release the finished

products such as testing of phosphatase enzyme, peroxidase




enzyme or microbial qualities. Records shall be maintained.

3. EYBYLDBL1E/Prevention of Post-contamination

3.1 MENZS U CHEYNIER, HET 20 XUREREIET 5
REE TR T 572 &, IR FHC L DTEL OB IE R 25 05 2

&/Measures to prevent contamination from packaging shall be
established. Where necessary, the packaging shall be appropriately
washed, sanitized or kept under conditions that pemnit protection

against contamination.

3.2 [KIEAR % DEPE T, FRHEAIOITE & v 7 | FolEdkE, Foil
~v R, WaEF 7 Mp QO & BT 21 2 mioER L O
HEE L, BN E TR KT WL 1015 e, 2ok

A58 = & /Food contact surfaces that come into contact
with pasteurized milk such as storage tanks, filling machines, milk
dispensers, pipes shall be cleaned and sanitized. Cleaning and

sanitizing shall be appropriately taken in a manner that does not




Cause contamination into products. Records shall be maintained.

3.3 K&V SO FEHHOBMEZE S FEHE~ Y R BEETEE
LTELIZEET L L BN OERENIETE 5 E

15, 1G9 5| X 2 S ETIEA V% Z & /Filling practices
shall be done in a manner that does not result in contamination
from environment, for example, filling done on a platform with
appropriate height above ground; fill directly form dispensers and
immediately close a container after filled, closing shall not

constitute contamination.

3.4 FIEFYEIC L ATEL AT A 2 L, ZFDI=DIC, TEERR
B0 E L, =7ar, BEEBEOWET. v A7 EHEL, 1B¥E
AR T2EE ), FCUGA SR O X INEI il a2 &

/Measures to prevent contamination shall be applied toward the
workers engaged in the filling operations, which include wearing clean

dothes, apron, hair net/cap and face mask, regularly washing hands




before start working, and avoid touching an opening or inside of a

container

3.5 {IEAAFE R OB HIERIZE D £ TOM, fSHOIREN

8CLUT 2RO L DITEHL, #iRaFeikT 5 Z &/The products
temperature shall be maintained at 8 degrees Celsius or below for
the entire downstream processing including the pasteurization outlet,

storage and further transportation. Records shall be maintained.

4. B BIEEERE/Food process control supervisors

4.1 BLEREERCFEE O/ EE B (Food process control
supervisor) & L COFRGZA D T2DDAK v 7 ZEHIZ L VT
o &, ARMELEEFIHEIL. Ay FORESERHICES
THEHIFT L, EET A LT, B TR OGERREMRRET D
T, BUEFRmOMRRE AT 52 EnNROBND, £
DIZOIT, foidn « ARG RE SR UIRFEE RO Y X M
Bk SITAHERBNC L 5, IRIRERIC L DBV TR A #%
TRIR S A 7D IO 5 V7 B OREEEFLE OT- DD

AV F 2T LEET L, BRICER LRl E Y2 245 /The




personnel, so clled food process control supervisor, shall be
assigned duties in written to oversee and control all batches of food
production being undertaken at a food premise in order to ensure
compliance with the relevant regulations and to review records
regarding process control activities. The food process control
supenvisor shall be qualified to perform process control and maintain
any evidence of successfully completion of the training courses on
process control supenvisor of production of Ready-to-Consume Mk
Products in Liquid Form using Pasteurization organized by efther the
Food and Drug Administration (FDA) or the training institutes acaredited

by FDA
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PRI A B TR AR PRI S & B R & PR DT S/ Eae/ e Risa
(EBRMED L UBEHA L, L 7B BRI ) &R OREE ZeH 5 EOREH/FE & SRR LT G O ERER
R Bk EE 3

1. IMEEE TREDIERE S OREFS(Validation) & UWLE/ Process

validation and scheduled process

1.1 LUF i@y | i KRR - 5 L OB TR 5
[ZIEL ATz Z & A ffeR(Validation) 3 2 GHILMAES 2 Z

&/ The evidences of thermal process validation in order to

prove that it is adequate to achieve commercial sterility of

foods shall be made available as follows:

1.1.1 NI i 2 T 25513, AR o v vk
B LRE% E 4 (Process Authority: PA)M T 7= i kS R 2 Wi

9% Z &/ For in-container sterilization, reports of the studies

done by the process authorities (PA) shall be made available




as follows:

(1) ANFELC R 5 72 1E DO B EEE N OIRFE 547 OFi A
(Temperature Distribution study): #7 LV V& IEE & 7% E L
TRl BGE R CalE 35 Z &, FTREEEE L OV DOBERBIC
R RIF UG ARG Z AT LTZREE, ded TRERZTT 5

SATINEGE A TARRR EH OHIWHIHE D Z &/ (1)Temperature
distribution study for a new retort installed shall be carried
out on site by wusing the sound scientific methods.
Re-evaluaton of temperature distribution or actions in
accordance with recommendation of the process authorities
shall be done for a retort of which any equipment and
facility are modified and that such modifications may affect

the retort performance.

@) FFEIZH > 72 1E LRSS N OB E O A (Heat
Penetration study): FZBSIZBLES 285 & R CIRIETHRA L.
i osE B OBLRFIHOETE, XA O




L <UTHEDZE R 22 E2AT HRpE, dub TRERZAT 2700, X

INEAETA TRERREE OFIWTICHE D 2 &/ (2Heat penetration
study shall be carried out by using the sound scientific
methods. The study shall employ factors that are as same as
those employed in the commercial production.
Re-evaluation of heat penetration or actions in accordance
with recommendation of the process authorities shall be
done if there is any changing of production-factors such as
produce new products, change product specifications or

change size and type of container.

1.1.2 AR ERRL OIRE 2 E C& 2R EEE k%
WY U X AEOERI DI EZAIET 5 TREZ AT 5356
1%, REEENOBGAR O, KON OENZE D
BEATH MBIV, 7272 L, SO T L I CRaER R
HEIZ D 72D 90 7ol B R OB ORI L= Z L BT &




DIFfET~N&EHEHET 52 &/ Studies of temperature
distribution and heat penetration are not required for a case
that inhibition of germination of spores of Clostridium
botulinum is achieved by using the certain processing that
temperature of foods is directly measured during sterilization
runs. The reliable reference documents showing that certain
temperature and time of sterilization Studies of temperature
distribution and heat penetration are not required for a case
that inhibition of germination of spores of Clostridium
botulinum is achieved by using the certain processing that
temperature of foods is directly measured during sterilization

runs. The reliable reference documents showing that certain




temperature and time of sterilization being operated for each
product type can ensure commercial sterility of foods shall

be maintained.

1.1.3 #EEEHRNE K OIS 2 7 L (Aseptic processing and
aseptic packaging systems)|Z J DR DG, NI G TRER
TEA NN U 7= B 7 R AT L 0 SRR IR T Z &

R DA R AW L. 2 ORHLAE HET % 2 &/ For the
aseptic processing and packaging system, it is required to
maintain the study reports and evidences made by the
process authorities showing that the sterilization being
operated is appropriate and adequate to produce

commercial sterile foods.

1.1.4 N E TARORRE B A7/ Scheduled process

(1) (EEEPER S OBREEIZIN T, B TRAZHET S
e, =7y "X T U7 b bLARY U X AR




(Clostridium botulinum) D3RI 2 BRI OV T
HZ &, ZDHE. FdE(Sterilizing value)% 3 /5Ll EE45
D, XITMOREFEZ 2 —5 v F T D551, ZA0R
V) X AEOIRAOBIRGUE & RIS, K0 @& il

BUREHILMTFAET 5 Z &(1) For a processing of low acid food, a
scheduled process shall be established based on a study of
which parameters related to spores of the targeted
microorganism which is Clostridium botulinum are employed
and the sterilizing value (Fp) is at least 3 minutes. If other
indicators are used, it shall be indicated by sound scientific
evidence showing that heat resistant capacities of such
indicators are equal or higher than that of spores of

Clostridium botulinum.

@) BEDOIKFEA A OB B ILK 53 15 1 (Water
activity ; aw) DEFL/2 & AR U X AHOIHAOFIE AR IET 2
TREZ AW TR ZIET 50, JROKEA A A8 F




fi pH(Equilibrium pH) OEHIEEFET H 72 L. B0k
Z 20 N Ol (pathogens) DA A THE B & - TL
BRIV ETROE D Z EZMETE DL IT L7l

D7p < & BARIRRE LR DB TR AR ET 5 2
Lo BIRTIZRRAPAET 28 OGEIR. £ DR A Mt
T 5T OITRFFT D IR L ONREE AR ET 57>, TR
DOKRGITEMEAE 85 0 8 KK 5T M (maximum - water

activity) DEBLFIEZRFET 5 Z £(2) For a food processing
that uses methods of inhibition of germination of spores of
Clostridium botulinum, such as control pH or water activity
(@,) of foods, a scheduled process by means of
pasteurization as a minimum requirement shall be
established in order to ensure that, under conditions used to
inhibit spore germination, pathogens are reduced to a certain
level that safe for consumer. The scheduled process shall

cover details of the methods used to inhibit germination of C.




botulinum spores such as methods to regulate pH and
equilibrium pH of foods, the certain retaining time and
temperature to obtain acidified food for a product containing
solid pieces and liquid portion, methods to regulate water

activity, maximum water activity of a product.

1.2 Hi%i%E (Continuous process)XEE (2 L 0 A fh & flid4-2

e BT EMECH D = L gl 35 2 &/ Fora

continuous processing, sterilization time shall be validated.

1.3 FHE TR T, BUEE D TE O TR (Scheduled
Process : SP) & EH CIERL L, &2 B LL T D&
PRI E PR IEENIRREIC & 5 Z & (Commercial

sterilization) Zff5 CT& 2 X 92T 5 7-0I0, FHTREEH

[Kl-7-(Critical  factors)\ 33 < MENVEEE TREA RIS 5 2 &/
Food producers shall establish the documented scheduled

process of all food processes showing details of the thermal




processes with critical factors to be controlled in order to
ensure commercial sterility of food products. Examples of

such critical factors such as:

- IR ORI K OHE/ Size and type of container
- B4h pH f#/ pH of the product
- RO EFRAY Product composition or formulation
- T2 BRI O O/ Types and quantity of
food additives used
- B OIKGTENEE/ Water activity (a,) of product
- RS OREDT=OITE AT 2IREE/ Storage temperature of

the product.




- OB RIE A DO BER) Other factors influenced on

heat transfer characteristics of product

RO TR OB & IR LT, IR
TR EH O RS S CHES NS b LA, X

DEE LWEE L~V EEHT S 2/ The citical  control
factors in practice shall provide safety level that is equal or
higher than those prescribed in the study reports made by

the process authorities.

1.1.2 BT A R B SOOI L 2 HE T & DR
BRI 2% A%, BhdEe > Y720 ofL L AR
TENCE, FREEEOBDMED VIZWVRA v R L, )72
EFHEHE, BEEDS T v N (batch) DR O EEEE OIR

FERE G2~ A B IBINERS % Z &/ For the processing

that temperature of foods is directly measured during




sterilization runs as prescribed in 1.1.2, it is required to

establish the additional documented procedures covering

details of procedures to detect temperatures of a sterilizer

interior and foods for all production batches such as number

of products per batch, position of temperature detection,

cold spots of a sterilizer.

1.4 NEVEEEE TR ER 1L, B DAk - P meA iz, +
T =V AR T DN SUIINB ORI BT D A%~ 7 X
FARE 7 7 N—T DA S i, IR TAR 2 W70 OVRE
T 5 LIRT, MBI D BN ARET HES A
9, F7o. NVEOFFE T (Alternative process) ZE L. ATE
DORLE TR B BT 2 B T3 D AUE 2R E T 535 b

VN, LU OBk M ORI - REV ) 24 2. 2 WBEA3 8 %/ The process
authority may be a person or a group of people from the

internal or external organization who has expert knowledge




and adequate facilities to study and establish the scheduled
process including determination of the critical factors affected
thermal processing, alternative process establishment and
making decision on the products produced from the
deviated scheduled process. The process authority shall

possess qualifications, knowledge, and skills as follows:

1.4.1 BEEE, B, il Tas BRIz
BE9 2R OB 21T O tho PR ©, HIKRF 5%

Hif53 LT %/ Completed Bachelor’s degree or higher in food
sciences, food technology, food engineering, agroindustry or

other related fields that food processing is taught.

1.4.2 B4 - ERGEEESFH R UIRIFHERO U A MBS
T WHERSBAIC X DN TRER EH D= b DOFRERIZ A

L. B U FaTb%ET LA AT %/ Holding certificates




of successful completion in the training courses on process
authority organized by the Food and Drug Administration

(FDA) or the training institutes accredited by FDA

1.4.3 Z24ME e U CTHEBIIICIFZE S QU A RREED R 7 L —
FICEE T AMBGEE TROBEICHET AR5 2 H3 5/

Having appropriate  experiences in  establishment of

scheduled processes in respect to a food category being

studied

2. BEETHEET/ Process control

PESERIIERRREI D BV TR 2Rt e, ARERMED S 3%
PHE LB PAASA Y i 2 RS 556, A50E TRITLL

TIZHES Z &/ Processing of low acid and acidified foods
packaged in hermetically sealed containers that employs

thermal processing to produce commercial sterility shall take




following activities:

2.1 LGB, #, 7 RN OBNREI T 5 H 5D
FRATHER . ISR OB FE O, B OKFA
FEE ) ST TEE(aw) . FEE RO B S ORI (Initial
Temperature; IT), FXEEOIRME K O/ &£, FrEOfbs T
SCEICHRIT AREIEVEER 2L OET 52 &, &
BROMAICHND Y —/UL, ETHLZ L, Fio, TORE

RAaFlbkd % 2 &/ The critical factors shall be controlled and
monitored to ensure compliance with the requirements
specified in the scheduled process such as volume, fill-in
weight, ratio of some ingredient added that may affect heat
penetration of a product such as starch and oil, headspace of
filled product containers, pH or water activity (a,,) of foods,
initial product temperature, sterilization time and temperature. All

equipment employed to control and monitor the critical




factors shall be accurate and precise. Records shall be

maintained.

22 LUT @Y | AR o —O5eat, WD

W% mdd 2 Z &/ Quality of seam/seal/closure and defects
of containers shall be examined by the accepted scientific

methodologies.

2.2.1 BEEBPEICBNTAR & B 30 40 T & T, XEHLERE
TN Clz 24 7RI ©. I B R (Visual test) 24T

W, FOFERETERT 5 2 &/ Visual tests shall be regularly
perforned during processing runs at a minimum frequency of
30-minute interval or at an appropriate frequency depending

on production capacity. Records shall be maintained.

2.2.2 V7 &b 4 FHE Z &2, UTBEEERE IS Uz 2472
RFEIRIRE C. IR CHAITI0 U Q)7 5Ty —LD5E48

PR ORI 23800 L C £ DOfER &L T 5 Z &/ The quality




or integrity of seams/seals/closures shall be regularly tested by
appropriate methods (as the case may be) at a minimum
frequency of d-hour interval or at an appropriate frequency
depending on production capacity. Records shall be

maintained.

U IUZEERO DA, X — T —E T D
FHUDNIEE TR, B RO C oW TR 5 4RI,
SlEBEERAT 20, XTEY/ & 2 B D 7012, [N

RoMo -85 2455145 Z &/ Corrections and records shall

be done when any fault of seam/seal/closure is found or

when a sealing/closure device is modified or jammed. The

products produced within the period of discovery of the fault

shall be separated and re-assessed or taken with further

appropriate actions.




2.3 FTEDORE TR S i (Process deviation) L 7= IR &
HELICX T D MEEZITV., ZTORMEERLERT D &/

Measures shall be implemented toward all products
produced under the processing that deviates from the

scheduled process. Records shall be maintained.

2.4 BEEEHEEN 24 BRERILINIC, SGE TRAEE, RUSRORE M
O EERFOEFROZERAEE L. FTEORNE THICGES S+,

ZTORREFET 52 &/ The food process control
supervisors  shall review records of process control,
sterilization process and critical control factors within 24
hours to ensure compliance with scheduled processes.

Records shall be maintained.

2.5 T | EE O L s BT (Food process control
supervisor) & L COFH A D T20ODA K v 7 % EEIZ L VAT
Y5 &, BnEEEHEIL, &y FORGENERITES
THLHITFT L, BET A LT, 8E TRROFEREMRET 5




FH W, MOEEEEOMA AT 5 2 LAk D, &
DI=HOIZ, Bt » EEGZBESFERUIFEFERO U A M
BERSIVTAHERBANC L 5, IRERMED K OWRME L L7 BPAAR R
AD B ORGEEFREDT- DN ) F 2T LEET L, BRI

A LTziHE 23 2 3%/ The personnel, so called food
process control supervisor, shall be assigned duties in written
to oversee food production undertaken at a food premise.
Such personnel shall be responsible for controlling of food
processing of all batches to comply with the relevant
regulations and reviewing of records regarding process control
activities. The food process control supervisor shall be
qualified to perform process control and maintain any
evidence of successfully completion of the training courses

on process control supervisor of production of low acid and




acidified foods packaged in hermetically sealed containers
organized by either the Food and Drug Administration (FDA)

or the training institutes accredited by FDA.

3. RV U X AEDOIFROMEEE T/ Destruction of spores of

Clostridium botulinum

3.1 JET CEAEEREZ AV 28ETE[Retorted method)
)RR L 2D B TR AR5 2 &, A
ST B TR AR 2 L2 RETE D LT D20
(2, RREIEEOFEICS UT, XIMEGEE TR EE DR
LSRN OIREE /A B9 D AFFE S 5 CRE L 7= SR fie

VN, SETHEERE A TE L < sEAIChi A, I AHE s RARIC L

TR E, AL SHESIRILITO®Y TH D/ The

thermal processes using retort shall be controlled

appropriately. Each retort shall be equipped with the

adequate and correct components that be functioning




properly. The components of a retort shall be completed to
meet standard of the retort model or the requirements
stated in a report of heat distribution study that established
by the process authorities. To ensure that food products are
completely sterilized through the thermal processes, the

following devices shall be employed:

3.1.1 NE F CREEERE 2 AV CT(Retorts) £ ik & OUGHIZS
PR AR, R ATE L 5EITHIZ . R TTRE R

PRREIC LT, D7 EHLATF D@0 FEhid 5 Z &/ Retorts for

in-container sterilization shall be equipped with the following

instruments which shall be adequate, correct and function

properly. The minimum requirements are follows:

(1) EMEEEREHOERES 57 AENOKIRIC X HIEE
2F. RTD X3 RTD PT100 B>t o H—%A 2 -7 2 & VIR EE




71, Thermocouple XX IE L ClRIEOREEZF-E 5 Z &N T
X DO EE VT, IRERHD VT AR RIS E OREIC
BEHERET D, BBEE LT DINBD A= VT Ak
BT DAIT, Uik A= ZADENEL 314 A »F LU ETH
D, OER 116 A > FUU LD HEOARGHHAO D B 5
Z &, B AE U T, REHONNLTOESIZNEY | A
KHNERE LTl Y $hT HAALEICEST T, EofREFoRT
LHE=4—(display) % EAHAEYD SUMIEIZERE L TR<,
TRFEIHEIC 0.5 FEIIHER 1 £ E ToREE ChtailuL, HEY
DANFH T 4°Clem LLFCTH 5 Z &, RBERHL, I DH0E 2%
GUTHZ 1 BRI ERET A2 L, F72, 13-o& 0 &R HAE
\ZEGHTORIE B SUTIRIBIORIEFE B 2R 9 B R a2 it 5 2 &

Q) HBEREEFEERE oG TRICEWTED vk
TR N ONREE DB Z kP L CAR— 2 Z XAy L, $BIG 1 EX
IS 2 ELLNECHBIITE 5 X5 1IQEE 77 7k Lok
T2, HHTS7 7 7L, SEESEEICH L CGEbZAHETH
HZENEE LV, HREMEHT2581E, siREEN 7Y v
Ngrid) 2Rk L, BHEED 7 Z 7% 71w Mplot) TX 5 2
o Tek, REAFHERT AT b 1 Tl L, T
DENT —=HATRER L TH Lo, JE Lo —& & HEhi
IR CELHDE L, ZOBRIT —# MMaE TS & T
iﬁ%ﬁwoﬁﬁ%%i BLEBRAGATI IR A JEER LR H T

I, DOFOMEEBLZILNE )ICTEETHZ L, 7d, Fldk
P ] CROEE AT 5 2 L 2P D v AT A%
BTAHZ L, FiEEEIXIERETHY . T HHEIPA A RIBIAE




W21 B RET S 2 &, Fio, 13o& 0 &R DAEITRT
OFEIE A XUTRIEOBIETE H 2R IR &ix it 5 Z & The

reference  temperature  indicating devices such as a

mercury-in-glass  thermometer, a digital thermometer that is

equipped with the resistance temperature detectors (RTD) or RTD

PT100, or thermocouple. Other devices may be used to measure

temperature if their calibration results indicate that they have

equal precision and accuracy to the reference temperature

devices. A thermometer sensing bulb shall be directly inserted

into the retort shell. If the thermometer sensing bulb is placed in

a holder that is attached to the retort, the holder shall be made

of at least 3/4-inch-diameter pipe with 1/16-inch-diameter steam

bleeder mounted on a retort at a location where facilitates




continuous flow of steam to pass through the whole length of a

sensing bulb for all the times during processing runs. Display of

the indicating thermometers shall be located anywhere where it

is easy to read. The indicating thermometer shall have divisions

that are easily readable to 0.5 degree Celsius or 1 degree

Fahrenheit and whose scale contains not more than 4 degrees

Celsius per centimeter of graduated scale. The indicating

thermometers shall be calibrated with a frequency of at least

once a year. The calibration tags showing the dates of the last or

next calibration shall be displayed at any position where it can be

clearly observed.

(3) BYIAMEERER (T 2R ORI IS U TR L D

HEEHFZLL T DY Toh D/ Devices for circulation of heating




media The necessary devices used to promote circulation of a

heating medium shall be installed considering type of heating

medium used.

(3.1) AERKEMHERTHHAL, B 3mm(1/8 1 > F)LLE
DOHEDOKAEZHEH D7 1 DU EMETHY | FELE DA
DB CEDNEICRET D b, Fo, HREMEEORK i
ERIUE ST, AERLRDOHA A TLMERD L HITHRET D

Z &/ Steam Retorts are required to have at least one bleeder of

at least 3 mm-diameter (1/8 inch) tube. The bleeder shall be

installed in a manner that allows the operator to easily observe

its function. A bleeder shall be installed in the top and opposite

the steam entry of a retort.

(3.2) ZERMNR U - TARREMER T 2551L 77 VKD
IKIRR & ZERDIRA A S AT b ikiB T D i, 77

DEFENE U T250 OBHRIE 5 55¢T 5 Z &/ Arr mixed steam A




fan with alarm to indicate fan failure shall be installed. A system

to control proportion of steam and air shall be installed. Air mixed

steam A fan with alarm to indicate fan failure shall be installed. A

system to control proportion of steam and air shall be installed.

(3.3) ZEDBUKEFERT25A1X. N7 O, [HHE2E
K[ROMHR L, FTEDOREIK LT 72BUK A EER S8 D8
BTV AT 2%, FEEBENORE NS —1fTE
DL LICHRETH L, R UMERS AT LREEEE
LT OERIEF A% T, BER 2 U, UKD
#eDie P 0 15em XX 6 A o FLU EEVIEIZHH Z L&
F v 7T HOI, KEHERITHZ &, b, BUKOTEER
FEEERT D850%, B &, ARIEENOIRESY

MRB) =272 ENRED XI5 L/ Hot water

immersion Devices or systems to promote water circulation such

as pumps or pressurized air shall be adequately installed to meet

requirements of sterilization. Installation of such devices or




systems shall be done in such a manner that allows an even

temperature distribution throughout a retort. An alarm to indicate

malfunction of water circulation system shall be installed. Water

level indicating devices shall be installed to indicate that water

level in the retort be maintained during processing at a level of at

least 15 centimeters or 6 inches over the top layer of product

containers. For the case when changed water circulation system,

heat distribution study shall be carried out to indicate an even

temperature distribution throughout a retort.

(3.4) BRVKEREFERT 2541, TEAHIET 27250
BUKEERAR L 7 2 iE L, BT D EVKOfiEFHFlow meter)
Z GBI RRE T S Z L, dFHIIERETH Y . TS
FFHZXRITHIC 1 BLLERIET D2 &, Fio, 13-o& 0 LR
R DNLEI BT OBIE B XITIRBIORIET/E B &R I in A%
352 &, KOFEEDED S T23858, XUFTR L 7H




FHEWE L5 8 OERIE 5 XIIRE S AT L eRTH T &/
Hot water spray Hot water circulating pumps shall be
installed to control flow rate of hot water. A flow meters
shall be installed at an appropriate location to determine
flow rate of the circulating hot water. The flow meters shall
be precise and accurate and shall be calibrated for at least
once a year. The calibration range shall cover the operating
range. A calibration tag showing the date of the last or next
calibration shall be displayed at any position where the tag is
clearly observed. Alarm systems or precautions shall be
installed to indicate malfunction of the pumps or departure

of water flow rate from the preset rate.

(4) BEIE S % AT NET £ H 3 & (Overpressure




retorts) DR 13> & VD FAIN D K O1C, SCFHROEED 4
A F L EDESEHPressure gauge) ki 5 Z &, BT 2 R
¥ R/FHA T OREEE THRABNLD LI EFRTWD Z
Lo HJRHIEMETH Y, T 2EPHAXIBUTHFIT 1 [BELE
BIETHZ L, 7o, 130XV &R DNEITEFORIEH X

FREIORETE B 2~ iR &5k (T 5 Z &/ Over-pressure
retorts The over-pressure retorts shall have pressure gauges.
The pressure gauge dial shall be of at least 4-inch-diameter
to allow clearly reading and its scale shall be readable to 2
pound-force per square inch (psi). The pressure gauges shall
be precise and accurate. Calibration shall be taken at least
once a year with a calibration range covers the operating
values. The calibration tag showing the last or next calibration
date shall be displayed at any position where the tag is

clearly observed.




(6) FRERHCEREIIBEIT 5 & 5 REH SNIME T OFRE
EEOMFEA BSOS X IR OHEEE 25T 5
Z &, gk EREE (Continuous retort) & FH4- 5580 %, &%HE
W D IRFREIZ BRI D8~ L N OREE DI E 2 5%

% Z &/ Rotary/Reel and Spiral Retorts Devices to control
rotational speed of the reel or speed of product movement
shall be installed. The continuous retorts shall be installed
with devices to control speed of a conveyer belt which is

depends on sterilizing time.

32 EERER VI Y AT ML B RETE/ Aseptic

processing and aseptic packaging systems

3.2.1 FrEDRLE THTHE D ST~ & HER 7279 G

TFEX(Process flow diagram)% &3 2% Z &/ The process
flow diagrams showing critical control factors as specified in

the scheduled process shall be established.




3.2.2 EERIET 2T A(Aseptic processing system) (. fas
FAELTERICHIZ, MARZRREICL T, Db

LUFo@y FEiid 5 Z &/ The aseptic processing systems
shall be adequately equipped with the devices which shall
be complete, correct and function properly. The minimum

requirements are as follows:

(1) EMEEEREROBES 77 ABNOKEIC L DIEE
Zt. RTD X% RTD PT100 Flo>t¥ 9 —2Aifi 2 127 2 Z JVIRFE
#t. Thermocouple X(IAZIE U ClREEDREE A FF-¥ 5 Z L3 T
X HOF R L, HEE T D TRICA DRI Ok
SRR E T D RIENE OB TRMOTNDIEDY | £
DENWTEENRERIT o720 . BRI Pid - HfR T
R BE DTy RiRA L RVELTZD LTI B2, fE
DS GYUMEEIC, FERA TR THE=F —ZRETHZ
&, IRFEIHER 0.5 ENITEER 1 EE CORE G, H
BEDRNIMNT 4°Clem DL T CTHDH Z &, IREFHIEMETH Y |
THRPHEZBIAEIZ 1 A ERIET A2 L, F72, 130X
& B2 DA ZHHT O IE B X XRIFEIORIETE H 27~ TR

ZalFHZ & The reference temperature indicating devices




such as a mercury-inglass thermometer, a digital
thermometer that is equipped with the resistance
temperature detectors (RTD) or RTD PT100, or thermocouple.
Other devices may be used to measure temperature if their
calibration results indicate that they have equal precision and
accuracy to the reference temperature devices. The
indicating thermometers shall be installed to the holding
tube out prior to the cooling section and after the colling
section at any location where it shall not jeopardize a flow
characteristic of food which lead to incomplete sterilization
as well as not create pockets that makes it difficult to be

cleaned thoroughly. The thermometers shall be located




anywhere where it is easy to read. The thermometer shall
have divisions that are easily readable to 0.5 degree Celsius
or 1 degree Fahrenheit and whose scale contains not more
than 4 degrees Celsius per centimeter of graduated scale.
The thermometers shall be accurate and precise and that it
shall be calibrated with a frequency of at least once a year.
The calibration tags showing the dates of the last or next
calibration shall be displayed at any position where it can be

clearly observed.

2 BENEEFEER HE AU P —(Sensor) THEK &
. 1B E T D TR A D RO E ORISR B ZRRE D,
B, BRENMEOMETRLOTNNIEDY | ZOHNTHKE
DARGERITIR 720 . BIRITIED Pl - G C& 722 d &)
727y RiRA V BELTZ0 LTI b0, IRE O E
T =D DEFEZE L, E LI2EE BEICEE
TEDH L, TOBET = IMAEXITBE SN TR B2,




FOSRIEEY, RUEBHAARTI ORI A BB RN 0%
0)@%%1721/ EOTHET A L, fijﬁo ROBRE R TR
THEMBEIET DL a2BET VAT AERTDH L,
aﬁﬁ'é\z% TEMETH Y | M DIRECHIH A R ITAEIT 1 [FI2
HRIETHZE, 2, 1Fo2 0 & B2 DAEITEHT O IEH

SAFIRIBIOBIE Y E H 2R~ iR a5 2 &/ Automatic
temperature recording devices shall be equipped with
temperature sensors that are installed to the holding tube
out prior to the cooling section and after the colling section
at any location where it shall not jeopardize a flow
characteristic of food which lead to incomplete sterilization
as well as not create pockets that makes it difficult to be
cleaned thoroughly. There shall be a temperature recorder
that receives signal from a temperature sensor. Temperature

values shall be automatically recorded of which the




recorded data shall not be forgery or modified. Before
processing starts, the automatic temperature recorders shall
be adjusted to read temperatures that agree as closely to
and not be higher than the reference thermometers. Systems
to prevent unauthorized adjustment made to the automatic
temperature recorders shall be established. The automatic
temperature recorders shall be accurate and precise. At least
once a year, the instruments shall be calibrated with a
calibration range covers all operating temperatures. It is
required to display a calibration tag for each one showing the
last and the next calibration dates. The calibration tags shall

be displayed at any position where it can be clearly




observed.

(3) FiE LR (Timing/Metering pump) & Oz HFlow
meter) JUEEHIEMETHY, FI 1 FAGET 52 &, £
7oy 1Eo XV L R DALEICEF T ORIE B X IRIBIOKIETE
AARTIERERRITH 2 b, 728, TdGEHEsE LoV e,
P (Heating section) 123317 2 Witk 2 ill{H1 -5 Positive
Displacement DR 7 Z2AEHT 25 Z &, HIZIX, @HT (A
HAREE & R OBER A 9 EEE M E 95 Homogenizer #fif

3% Z &/ Timing/Metering pumps and flow meters The
flow meters shall be precise and accurate and it shall be
calibrated at least once a year. The calibration tag showing
the last or next calibration date shall be displayed at any
position where the tag is clearly observed. For the case that a
flow meter is not installed, a positive displacement pump
such as a homogenizer shall be installed to control flow rate

in heating section during sterilization runs requiring a




document showing relationship of revolution speed and flow

rate.

(4) E3EEBack pressure device) RNTEE7RRXE DA &
720455 100°C % 8 2 2 IR T O i D WhIHE o U785

(flashing) & [h1k3" 572D,/ Back-pressure devices For a
case that a processing requires the use of temperatures in excess
of 100 degrees Celsius, the back- pressure devices shall be
installed to prevent liquid foods from boiling and turning to vapor

(flashing) as it could lead to incomplete sterilization.

(6) ZFE% ORI L ZERIORTL &L ODENZORIENEE &
WO R EFREATO RS & OR TRALHEZIT D
(Product-to-product regenerator)ifEscHi(Indirect heating)
T 250, EENIEMETHY . 2 1 FILLERIET S
Z&, Fo 1 ToE D L RX DAHEICEATORKIE B XITIKREID

BIETE B & R dHE R 2 8% 5 Z &/ Differential pressure

controllers shall be installed for a case that product-to-product




regenerator is used to heat the cold unsterilized product entering

the sterilizer by means of an indirect heating system. The

differential pressure controllers shall be precise and accurate and

it is required calibration taken at least once a year. The calibration

tag showing the last or next calibration date shall be displayed at

any position where the tag is clearly observed.

6 BHEWENHREEEEFlow diversion device. FDD)&
B AT A B X TEFIRRE 2 P E OfhE TR B X
W5 L9 7R RITTEROIARI NS, FFaf &40
TRNEDREET 5 Z L ABLIET xR A U D 2 &, IR
B 2 BEROPEEEILIEMETH Y . I 1 ELLEEL, X
S E Y & RZDAMEITEATORIE B X TIRIEIORBIETE H 22753

T RAHIT S Z &/ Flow diversion devices (FDD) and alarm

systems shall be installed as precaution in the event of any

factor influencing sterilization or sterility condition deviates




from those specified in the scheduled process. A means of
preventing unauthorized adjustment made to the instrument
shall be provided. The instruments used to measure the
factors influencing sterilization shall be precise and accurate
and shall be calibrated at least once a year. The calibration
tag showing the last and next calibration date shall be

displayed at any position where the tag is clearly observed.

3.2.3 R DR O% TR CRET 2 8E MY —/L - &
(Downstream equipment) % . f ¥& B #h A7 IC 1§ &
(Pre-sterilization) L, #lirh 2 i8 U CHEIRIEZHERF 5 L 3

2, EORERAFERT 5 Z &/ Equipment and utensils used in
downstream processing shall be sterilized before processing
starts  (pre-sterilization).  Sterlty = condion  of  such

equipment/utensils shall be maintained during processing runs.




Appropriate records shall be maintained.

3.24 IS ID DEFFOM., B ZRET DMEN S D56
1L, Aseptic surge tank % fE L CHEEREZEE L, ZOREE

ZRlEET 5 Z &/ Aseptic surge tanks shall be provided to

store the sterile products until aseptic filling. Sterility

condition shall be maintained. Appropriate records shall be

maintained.

3.2.5 MERIHIN OE 25 1/ Aseptic packaging system

(D) WA G A L, BEREBICT 2 2 &, 2056, PIE
DOEGE TRUEA T DUGHA SR OB RRI TR 2 M E A

EEPRL., T ORERA TR D Z L/ Packaging shall be sterilized.
Factors influencing packaging sterilization efficiency shall be
controlled and complied with the scheduled process. Appropriate

records shall be maintained.

@) FrEDRE TRITHET 5 K 5 BT O MERE




(Aseptic zones) & ONEEEIA {- 2 EHE9 5 HIEE ED, T ORER%E

Rl#k9 5 Z &/ During operation of packaging, measures to
maintain the aseptic zones shall be implemented in compliance
with the scheduled process. Appropriate records shall be

maintained.

3.2.6 HEKUBILDIFIK & 72 HIHGOFEZBAIET HT2DIZ,
otk 28 e 3% Z &/ The finished products shall

be stored appropriately to avoid damage to finished products

which would lead to contamination and deterioration.

4, RV Y X AEDOFEROFEE P ILT S TF/ Processing
Control by inactivation of germination of Clostridium

botulinum spores

41 RY VX ZABEDOFEROFEIEDOMIEFE/ Methods of




inactivation of germination of Clostridium botulinum spores

4.1.1 B b BRI EOTIEZ /3 LT, Fﬁ/E@H#F'aEJW
(UL pH A 4.6 LLFIZIND 5 X 9 & ET 7=, Bt
KT A EERA, o7 7, BmEIC-oy \Tﬂ&&)tjt

TRk L, W) T pH M RAa itk s 2 2 &/

Acidification The equilibrium pH of food products shall be

maintained at not excess 4.6 within a spedified period of time. For this

purpose, it is required to establish the documented procedures

regarding

acidification, in particular that it shall provide details of the

relevant critical factors influencing acidification, sampling and

testing methods. Records of pH testing taken at appropriated

frequency shall be maintained.

412 BEOKGIEEDERGHE B OKGTEMEOE H
b s e B OKIEMEEDS 0.92 LT IZ/2 D L H &




B 572012, UTBEMOKDTEEZ R U X AED Y% R
AN TS C & D IEK 0 TEEEMinimum aw) & VK< 3%
K OB 5720l BRT D2EER T, o7V T
IZOWTEDTLEZER L, U728 T RO KTEMAE

ORpTER AT 5 Z &/ Control of Water Activity of
Low-Acid Foods Water activity (a,,) of food products shall be
maintained at a certain level which is not excess 0.92 or
lower than the minimum a,, of the food that permits growth
of Clostridium botulinum in it. For this purpose, it is required
to establish the documented procedures given detailed
methods to control aw of foods, in particular that it shall
provide details of the relevant critical factors, sampling and
testing methods. Records of aw testing taken at appropriated

frequency shall be maintained.

42 BGRE RN TERNERE AR - Z L AR TE D




LN DTN, YV RRAEEIC L D IR AT,
R R OFRIHIC I U7 B o i 2 IR L < FEal itz A
H

ATREZRIRRRICT D Z &, BEESHICIIUTO LD H %/
Thermal processing the thermal processing using sterilizing
facilities shall be controlled appropriately. Each model of
sterilizing facility shall be adequately equipped with the correct
elements and be function properly. The following devices shall
be installed in order to ensure that food products are

completely sterilized through thermal processing:

421 KREKET CORFEEBIC L 2RMHOBE IR LK O
WSIRDREE DRSS MPEEA IE U< 522IThix., HHTTRE

Whelc L, 272 LB U Tomy FEhid 5 Z &/ Sterilizing
facilites used at atmospheric pressure to sterilize foods or

in-container foods shall be adequately equipped with the correct




components and be functioning properly as follows:

W) BEFH SFo >y FEOEE, RSO ES
Do FRAREEREICHPEYE T HEIT DY, AR L CRLE TR
\ZF T AE RITTHNNH D720, AT AROBRINEE T
BT RE Theu, BEZERK 0.5 ECUTIER 1 BOREE T
P Z LN TE, BREOZAL 4Clem LT & L, IE#ECH
D, T DIREEHZXZUTHIT 1 BLLEREL, 350
& LA AALE TR ORIE B XUXRBIOKIETE H % 7R iR

ARt % Z &/ Thermometers such as the bottom connected
thermometers or other equivalent instruments, shall have
divisions that are easily readable to 0.5 degree Celsius (1 degree
Fahrenheit) and whose scale contains not more than 4.0 degrees
Celsius per centimeter (17 degrees Fahrenheit per inch) of
graduated scale. Such thermometers are not required to be
installed directly into the sterilizing system. The

thermometers made of ¢lass should not be used due to




possibility of breaking and contaminating food processing.
The thermometers shall be precise and accurate where it is
required calibration taken at least once a year. The
calibration range shall cover the operating temperatures. The
calibration tag showing the last or next calibration date shall
be displayed at any position where the tag is clearly

observed.

Q) BHRA -~V F OBEEHIEERE  RE (D RN RIS
L. B B E 2 3 5 5 A 1TV D/ Conveyor  belt

speed controlling devices used in continuous sterilizers shall

associate with sterilizing time.

() BEREE BEEENOBAE 2RI B ICoM S5
NDE 9T, BEELEZRET 2HE NS/ Agtating




devices shall be used for sterilizing of liquid foods to ensure

an even heat distribution throughout the sterilizers

422 EHERIEERIC L SRERROBRBORE ML I
U< sedlchiiz, BRTEZRIRBIZ L, A7e< & bLIFOImY

Fhii§~% Z &/ Continuous pasteurizers used for sterilizing of
liquid foods shall be adequately equipped with the correct

elements and functioning properly as follows:

(1) BEREERIE SOEEE T4 NP5 TRUCADRIOMN
R ORIGOMBICRET D Z &, B, REMEOHETE
MDA ED Y | ZOHWTERENPRTERIT /-T2, T v
RAA > MVELTED LT b7ewy, 7 BRI
IZE VRIS DIRET, REFRRICHODIREROIREICT
<L POEDEZEBZ IR G720, FEEIZITFF 25T
WRWENTREES D Z L BB AUV AT AERITAHZ L, 3
EITIEMECTH Y, AT DEHE IR 1 LTS
k. Flo 1T & LR DAEITERAORIER XIZKEID

BIETE H 2R Hon&skiT 5 2 &/ Automatic temperature

indicating devices and recorders shall be located at the




temperature holding section outlet prior cooling section in such a

way that it does not jeopardize the product flow as well as does

not create pockets which lead to incomplete sterilization. The

recorded temperatures shall agree as closely as possible to

and shall not be higher than the indicating thermometer. A

means of preventing unauthorized changes in the adjustment

shall be provided. The temperature recording devices shall

be precise and accurate where it is required calibration taken

at least once a year. The calibration range shall cover the

operating temperatures. The calibration tag showing the last

or next calibration date shall be displayed at any position

where the tag is clearly observed.

@) BEWRNSRZEREEROER AT b REDFTED




RS TR DT 5 K O 7e 8% KIFTERIZK LTHN
Do FFAIEAFCUVRWEDREMZTPET 5 2 & 2Bh1k3 2%t
e DI b, EEITEMETHY . F 1 RLLHRET 5 2
Lo Flo, 1Fo &V ERLX DALENZEAT O IE B XUFTIRFEIORK

FFER Z R REZRRT 5 Z &/ Flow diversion devices (FDD)

and alarm systems shall be installed as precaution in the event

of any factor influencing sterilization deviates from those

specified in the scheduled process. A means of preventing

unauthorized changes in the adjustment shall be provided. The

FDD and alarm systems shall be precise and accurate where it is

required calibration taken at least once a year. The calibration tag

showing the last or next recent calibration date shall be displayed

at any position where the tag is clearly observed.

() FREHMEHEE  FrEORE TRIZIT 2HED B O
ZBHIET D720, MR EHTE L2 LS R Em Lo 2 &/




Flow rate regulators shall have measures to control flow rate

changes so that it shall not deviate from the value prescribed in a

scheduled process.

4.3 BRBEHOILHY Packaging fill after sterilization

4.3.1 B5FRFLOBPE T, HNRITORTE # > 7 FebadEE, 78
A~y R, 65T AT Ap EORNL & Bl 5 i A wm g
ROV E L., By E TRITARNE DI LT, 20k

RAFkT % Z &/ Sufaces that are coming into contact with foods
after sterilization such as storage tanks, filing machines, dispensers,
pipes shall be cleaned and sanitized appropriately in @ manner that
does not cause contamination into food products. Records shall be

maintained.

4.3.2 AN ZHTE T 5B AL B, SUTBEVK,
IKFRRUS LD, WA SR 2 1M D Ran BRI, i34
DIFFFEOTFIER E | WO OHENBRIATEIED &5 72051k




ZH5 Z &/ Methods used to sanitize packaging shall be
appropriate and capable to achieve complete sterilization of
packaging such as chemical disinfection, irradiation, heat
treatments such as using hot water, steam, using heated food

content to sterilize packaging or other equivalent methods.

4.3.3 K& VD SO FEEAOBEZES | FEHE~y FNLEETE
HLUTEDICEE TS 8, BB b OIEYEIETE 5 i
TiEw R, 152 5 & 2 SRWEE R OBENEE VD

Z &/ Filling procedures shall be done in a manner that pemits
protection  against contamination  from  environment  such as
operation done on a platform with appropriate height above
ground; fill food content directly form dispensers and immediately
close a container after filled; closure and transportation shall not

constitute contamination.




4.3.4 FEHEAMLEFIC L DIEYRELIET D 2 L, D012, 1ER
RHR0E L, =Ry ZEEOWET. vAEEEL, 1E
SERNTERITREYR D, T CIGHIAZRO O INEN il 722

&/ Measures to prevent contamination from workers who
handle filling shall be implemented, which include wearing
clean clothes, apron, hair net/cap and face mask, regularly
washing hands before start working, and avoid touching an

opening or inside of a container.




