(EU]

REGULATION (EC) No 852/2004 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 29 April 2004 on the hygiene of foodStuffs ............oooiiiiiiiiiiiiiiieee e 2
The International Alliance of Dietary/Food Supplement Associations (IADSA. EFEH 71U A2 MM
FHIRTEIETZR) oottt ettt ettt ettt b ettt at ettt ettt et te et et ae et e st et e b eseebenn e 12
The European Federation of Associations of Health Product Manufacturers (EHPM, RN f#EFERL 5
BHEEEDS) EHPM QUAality GUIe.....cc.ooovieiiiieeeeeieeteeeeeee ettt eaeeveereeeaeeneens 57
CLAET)!

BRI ETE o 118
FEEFEBEAE T oot 126
BT EFERE A I TR oo 134
[(HlIELLER]

F ARSI O T FLIZ ..ottt 144
HAR EREID EEEEZR ..ot 183
HAR L HEEID EEEIZR ..o 227

KEE SME DO BHIAGR



REGULATION (EC) No 852/2004 OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 29 April 2004 on the hygiene of foodstuffs
FAAAEICBET 2 2004 4F 4 A 29 AAROINGES K OB S HAI(EC) No 852/2004

REGULATION (EC) No 852/2004 OF THE
EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 29 April 2004 on the hygiene of foodstuffs

RAEEICET 52004F4 A298 (RN B R U E
EXFAI(EC) No 852/2004

CHAPTER | F1E
GENERAL PROVISIONS #a Al
Article 1 EXES
Scope #iEE

1. This Regulation lays down general rules for food
business operators on the hygiene of foodstuffs,
taking particular account of the following principles:

1AXHRB. BREZBO-OHDERLZLICETH—#E
RAIZHRELE-DOTHY . FITUTOREFEELTL
5,

(a)primary responsibility for food safety rests with the
food business operator;

QERREDELIEEFRGEXEEHITHD

(b)it is necessary to ensure food safety throughout
the food chain, starting with primary production;

D) E—REENT—FFI—r 2T RBL-BRE
EDHERVVBETHS

(c)it is important, for food that cannot be stored
safely at ambient temperatures, particularly frozen
food, to maintain the cold chain;

(C)RELKETIHBRCEELVERBEFICHERR) IS
DWTIE, I—ILRFI—2 DHEBRINEETHS

(d)general implementation of procedures based on
the HACCP principles, together with the application
of good hygiene practice, should reinforce food
business operators' responsibility;

(d)HACCPREIICEIFIED—RHILGRIEE ., B4
SBT3 YR - TS3I0T4ADBERICKYBREBEEED
BEEMNEIESND,

(e)guides to good practice are a valuable instrument
to aid food business operators at all levels of the
food chain with compliance with food hygiene rules
and with the application of the HACCP principles;

)T IR -TS3UT4 RIS BHARE, T—FFz—>
DHLPLEEDRMEEENRMEERAIHEL,
HACCPREIZERY 5 L TOERLGFERLELES,

(Pit is necessary to establish microbiological criteria
and temperature control requirements based on a
scientific risk assessment;

HEFHIRIFFHHBICE DT MEMEERVERES
ERGORENLETHD

(9)it is necessary to ensure that imported foods are
of at least the same hygiene standard as food
produced in the Community, or are of an equivalent
standard.

QEABMIEALTIE. XRAKTEESNIEMED
BLELRICEARE, F-XRFORELHRT S
ENDLETHD

This Regulation shall apply to all stages of
production, processing and distribution of food and
to exports, and without prejudice to more specific
requirements relating to food hygiene.

AR IBHORE MIRVFED LRI
wHAICERAIh ., RGRBIEICETSRIYEMICRE
SNE-EHERELLL,

2. This Regulation shall not apply to:

2UTDHE . AR [T ERASNELY

(a)primary production for private domestic use;

(QERDEMHEED-HDE—REE

(b)the domestic preparation, handling or storage of
food for private domestic consumption;

b ERDREEES DERNER. LIBEFT = LRTE

(c)the direct supply, by the producer, of small
quantities of primary products to the final consumer
or to local retail establishments directly supplying the
final consumer;

CORMHEEE. FLARBHEEE~NEERHETIE
ROPFIEICHLT EEENVEDE—REEYE
E#EHETIEE

(d)collection centres and tanneries which fall within
the definition of food business only because they
handle raw material for the production of gelatine or
collagen.

(DESFrELEFIS—FUDEERDOREMBER-S
TWAEWSEHADATEREBEEDERICHRYTS
SRt A—FELROLEIS

3. Member States shall establish, under national
law, rules governing the activities referred to in
paragraph 2(c). Such national rules shall ensure the
achievement of the objectives of this Regulation.

MEBEIE. TOEDEREICEDIE, H2EH(c)ITHBWT
ERSNEFHERETHRAUNEHET S, H"H 5N

BEORAF. XARFDBEHERZHERTHLDTH
%o

Article 2

EYES

Definitions

EE




1. For the purposes of this Regulation:

A H D B 8

(a)'food hygiene’, hereinafter called ‘hygiene’, means
the measures and conditions necessary to control
hazards and to ensure fitness for human
consumption of a foodstuff taking into account its
intended use;

(@) BAEAE I (LIRIEE 1L EF ZDERSHh
EEREEEREL. BEDEBEADHEISHESLT
WHEDHRICBDEGHERVERZRET,

(b)'primary products’ means products of primary
production including products of the soil, of stock
farming, of hunting and fishing;

O FE—REERIEE. X BEX. FREVABE
[CEOEWESLFE—REEZET .

(c)‘establishment’ means any unit of a food
business;

CIFBER(TRATY Y2 AN IEITBREED
BERY,

(d)’competent authority’ means the central authority
of a Member State competent to ensure compliance
with the requirements of this Regulation or any other
authority to which that central authority has
delegated that competence; it shall also include,
where appropriate, the corresponding authority of a
third country;

(AIMEEETIEE. HEIMBRICEVT, KRFIDE
HADENEHERT DRNEFTITOIPRETFEIE
DHREFTHAEZDRRNERETOIMDETEHET . F
AT AHBE. EZEORLEITHIEFEETHEN
Hdo

(e)'equivalent’ means, in respect of different
systems, capable of meeting the same objectives;

e)AZED IEFEADFEIZBVNVTR—0BELHET-
JEREHZEET

(f)’contamination’ means the presence or
introduction of a hazard;

OB IEBEEOFRELIIHELEEZET.

(g)'potable water’ means water meeting the
minimum requirements laid down in

Council Directive 98/83/EC of 3 November 1998 on
the quality of water intended for human
consumption (9);

(r 8K I&EFE. ADERAICEL-AEIZEL T1998
F1M1AHDEERIERIB/BIECTRESNI-KIE
HEEICAHLIKEET,

(h)‘clean seawater’ means natural, artificial or
purified seawater or brackish water that does not
contain micro-organisms, harmful substances or
toxic marine plankton in quantities capable of directly
or indirectly affecting the health quality of food;

(NERaEKIEE. BROEEREICERE BEYN
BEEBE EZ5EOMEY. AEVEL LIESLE
EMTSUOREEELRVER-AID., LLITHEE

SNf=BAKEITEKERT,

(i)‘’clean water’ means clean seawater and fresh
water of a similar quality;

(W\CERBEKIEIIRFEOREDBKRUVEKEIET,

(i)'wrapping’ means the placing of a foodstuff in a
wrapper or container in direct contact with the
foodstuff concerned, and the wrapper or container
itself;

()IFovEVT jEFAZOBHBNAERMRLLITIES
[CEEEMYIIILEM. FTEEZTOBREHLLLLE
BHRBNKEES,

(k)‘packaging’ means the placing of one or more
wrapped foodstuffs in a second container, and the
latter container itself;

KISr—=20 5 1 EIF1 DU LD BRBEESVED T
LTHoRBICANDIE, FLEETDORBBEARELE
ER

(N*hermetically sealed container’ means a container
that is designed and intended to be secure against
the entry of hazards;

(N ZFABSRIEERENEDERANRETHSENT
RETSNE=-BHRERT

(m)‘processing’ means any action that substantially
alters the initial product, including heating, smoking,
curing, maturing, drying, marinating, extraction,
extrusion or a combination of those processes;

(MIMMMIIEERDEEMERIBICEZ DTEIZIE
L.hn#, 1EH BEITLRED) RENE, 2. 52
1. BRE BEFEREIALSOMIOMEAED
HZEL,

(n)‘'unprocessed products’ means foodstuffs that
have not undergone processing, and includes
products that have been divided, parted, severed,
sliced, boned, minced, skinned, ground, cut,
cleaned, trimmed, husked, milled, chilled, frozen,
deep-frozen or thawed;

(MIRKMITFIEFMIFELTOVGOLERREREL.
DEr. DB U, RSA R, BIRE.SUF RKRIE B9
B vk kB MDY ROE MBIE. AB.A
BERIIEEEZEST,

(o)'processed products’ means foodstuffs resulting
from the processing of unprocessed products. These
products may contain ingredients that are necessary
for their manufacture or to give them specific

O)IMIFIEIERMIREMILE-BRAEEES. C
NoDHEGRFREFIIFEDHEEZMAST=DIZ
BELERHMEETHEENHD,




characteristics.

2. The definitions laid down in Regulation (EC)
No 178/2002 shall also apply.

2 38%I(EC) No 178/2002 I\ THESNT-E &
BRSNS,

3. In the Annexes to this Regulation the terms
‘where necessary’, ‘where appropriate’, ‘adequate’
and ‘sufficient’ shall mean respectively where
necessary, where appropriate, adequate or sufficient
to achieve the objectives of this Regulation.

SABFDMAIZHNT, TREICRCTINEREIN#E
PRI RUT+RRIDEEENEN . KRF D EHZE
ERTAEOICENENLEICRLT EE. #YR
RUORBBRGIZEZEET,

CHAPTER I FIE

FOOD BUSINESS OPERATORS' OBLIGATIONS BREEDERF
Article 3 EXES

General obligation — R ET

Food business operators shall ensure that all stages
of production, processing and distribution of food
under their control satisfy the relevant hygiene
requirements laid down in this Regulation.

BREEX. BEROHE MIRVREDEEREIZH
WT, ARFICERIN-BEETSHEEZENE S
NTWBIEEFBERLEFNIEESELY,

Article 4

ELES

General and specific hygiene requirements

— R RV EEDFHAEZEY

1. Food business operators carrying out primary
production and those associated operations listed in
Annex | shall comply with the general hygiene
provisions laid down in part A of Annex | and any
specific requirements provided for in Regulation
(EC) No 853/2004.

1. E—REERUVUMBITIZIIFESN-EEEEEITD
BMmEEE, MEA I N—FAICRESN-—BRILGHR
FlZE 4 R UHRH (EC)No853/2004 IR ESNIHFED
BHEESFLAETNIEES,

2. Food business operators carrying out any stage
of production, processing and distribution of food
after those stages to which paragraph 1 applies shall
comply with the general hygiene requirements laid
down in Annex Il and any specific requirements
provided for in Regulation (EC) No 853/2004.

2E1ENAEASNIEREOROERDHEE, T X

VRBZTIBEMERL. MBI DISRESh-—HRKE

EIRHEH R UG (EC)No853/2004I ZHRESNT-4F
EDEHEETFLIETNEES,

3. Food business operators shall, as appropriate,
adopt the following specific hygiene measures:

SEMEXEE BEISCT. UTOREDHEEY
ZEALGTNIEELEL

(a)compliance with microbiological criteria for
foodstuffs;

(a)BHMICET HMEMEEDELN

(b)procedures necessary to meet targets set to
achieve the objectives of this Regulation;

(b)ARIRHDEMNZEERT H=DISRESN=BEIC
WEEFHRE

(c)compliance with temperature control requirements
for foodstuffs;

(CBHRICEHIIREETERRDEST

(d)maintenance of the cold chain;

(d)a— LR FI— D

(e)sampling and analysis.

() TV T RUNDH

4. The criteria, requirements and targets referred to
in paragraph 3, and associated sampling and
analysis methods shall be laid down by the
Commission. Those measures, designed to amend
non-essential elements of this Regulation by
supplementing it, shall be adopted in accordance
with the regulatory procedure with scrutiny referred
to in Article 14(3).

4 FEIETERSN-EE ERHRVBERILVICEE
THHUTI T RUNTAEFZERRICE>THRE
SNd, NoDIFEIX, RRFIEHES HEITRY
REFNDBATIBTNERZBIET H-HITKESh
THEY. 14X Q) TERSNEEZH IR FHS
[Tt TEASN D,

5. When this Regulation, Regulation (EC)

No 853/2004 and their implementing measures do
not specify sampling or analysis methods, food
business operators may use appropriate methods
laid down in other Community or national legislation
or, in the absence of such methods, methods that
offer equivalent results to those obtained using the
reference method, if they are scientifically validated
in accordance with internationally recognised rules
or protocols.

5. H. HRFl (EC) No 853/2004 R UZE oD EE
HENY TV RUNTAZEREL TGS
B.BEMERXEEQ. ZESFENBEDERTHIRE
LI-thDBEE A K, TS FENGWNFEEIL,
ERICRBESNRBE X TOrLIZR - TRE
BISEEASh TWSIEE . SRIDAEERAVTAF
LEREREAFOHREIRMITDAZERANSENT
&5,
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6. Food business operators may use the guides
provided for in Articles 7, 8 and 9 as an aid to
compliance with their obligations under this
Regulation.

6.EREEIL. NFBCEOEFIZHENT BF-5HIZ.
7. 8RUVOEICHESN-HAF#WBIELTRWWSCE
MTED,

Article 5

$5%

Hazard analysis and critical control points

BEERS TPV AEER

1. Food business operators shall put in place,
implement and maintain a permanent procedure or
procedures based on the HACCP principles.

BMEFEEIHACCPRAIICEIKIEANLGFIEZE
A ERRVHFTHEDET B,

2. The HACCP principles referred to in paragraph 1
consist of the following:

F1HEIZETHHACCPIRAIILLL T A D45,

(a)identifying any hazards that must be prevented,
eliminated or reduced to acceptable levels;

(@)Bflt. BREFLEBRZBAIRLGELANILETERSE S
NEREEHET D

(b)identifying the critical control points at the step or
steps at which control is essential to prevent or
eliminate a hazard or to reduce it to acceptable
levels;

(b)fEEZEM I, IREFIIBRRBABLGLANILVETER
SEAODEENBEGEEICEITABAEERE
BET D

(c)establishing critical limits at critical control points
which separate acceptability from unacceptability for
the prevention, elimination or reduction of identified
hazards;

CREERICBVT. FESN-REDML. BRE
FIHER Y HMRICRRBAIRREEEAARREEEX R
TEHLEHEE(V)T1HILIIYNERET S

(d)establishing and implementing effective
monitoring procedures at critical control points;

(WREBRICETEHENLGE=SIT FIRER
) R

(e)establishing corrective actions when monitoring
indicates that a critical control point is not under
control;

E)EZRIV T DR WAEERNEELRELT-
BEDREHBEEZRTET S

(f)establishing procedures, which shall be carried out
regularly, to verify that the measures outlined in
subparagraphs (a) to (e) are working effectively;

(@)~ (e)DRENEMIIEET S LEREET BT
ODFIEZHEL. EHMITIRELS S

and

H5UIZ

(g)establishing documents and records
commensurate with the nature and size of the food
business to demonstrate the effective application of
the measures outlined in subparagraphs (a) to (f).

(@)@)~ (DRI DRI EBEINTINSEETRT
EOIZ. BREFEOHERVREICALE THREZ
XEELEET %,

When any modification is made in the product,
process, or any step, food business operators shall
review the procedure and make the necessary
changes to it.

Ha AEBEFLIREREICEENAH A,
BREFEHEIFIEZREL. LEQGEREMZLL0D
ET %,

3. Paragraph 1 shall apply only to food business
operators carrying out any stage of production,
processing and distribution of food after primary
production and those associated operations listed in
Annex I.

SEIEHE. E—REERDEBRDEE. MITRUR
BOHLWLHRMEICHELLIBEREREIL VKA
HNESNE-EERREICOAERASND,

4. Food business operators shall:

ABREEBFLUTIZHILNET D

(a)provide the competent authority with evidence of
their compliance with paragraph 1 in the manner that
the competent authority requires, taking account of
the nature and size of the food business;

(Q)F1REETY DAL LNE. BREERED
HERVREZEELTEEETAERTHHETR
#"9s

(b)ensure that any documents describing the
procedures developed in accordance with this Article
are up-to-date at all times;

(O)RFIZHE > TR SN = FIRER AT S XE PR
BN TSI LEHERT D

(c)retain any other documents and records for an
appropriate period.

C)ZDMDXERVEHELAHDEE XL ETHRE R
RS

5. Detailed arrangements for the implementation of
this Article may be laid down in accordance with the
procedure referred to in Article 14(2). Such
arrangements may facilitate the implementation of
this Article by certain food business operators, in

S5.AZDRMEICEYTHFHMEEEL. B145K(2)ET
BARENF=FIRIZH SO TEDS_ENTES. CHRE
(. B1IBICEHT SO, $FICTHACCPRAE R A
ARIZEREBESN=FIEOFAZEDTHY. Chizkl
HENBMEXRFICLIIAZOERBAMRESNSA




particular by providing for the use of procedures set
out in guides for the application of HACCP
principles, in order to comply with paragraph 1. Such
arrangements may also specify the period during
which food business operators shall retain
documents and records in accordance with

BEMLNHD, F-COEEITBVT. BREEENFES
HE)IRWXERVREEZRETSHMERET S
CEMNTED,

paragraph 4(c).
Article 6 EXES
Official controls, registration and approval DHLEERE., BRRUVKR

1. Food business operators shall cooperate with
the competent authorities in accordance with other
applicable Community legislation or, if it does not
exist, with national law.

1. BREXFEFZOMOBERAARGHEIERDERFE
FENLRVGEEMBEDERICEIE. EEET
EBANT S

2. In particular, every food business operator shall
notify the appropriate competent authority, in the
manner that the latter requires, of each
establishment under its control that carries out any of
the stages of production, processing and distribution
of food, with a view to the registration of each such
establishment.

2HICEBEGEEL. BUGEEETOEETCRMA
DEE. MIRVRBEITOEEXTOEREBAE
LT.EEETAERTSHAET. REXMEEEE
FrIS@HT .

Food business operators shall also ensure that the
competent authority always has up-to-date
information on establishments, including by notifying
any significant change in activities and any closure
of an existing establishment.

T BRFEEHE, FRICHILIEZLEECRED
EXFORABRORBINLGLE . FXRAICEHTIRHTOER
EEBEETICHLEDILEHRT S,

3. However, food business operators shall ensure
that establishments are approved by the competent
authority, following at least one on-site visit, when
approval is required:

BBL. BREZBEIUTICESEKBEIBLELIZS.
RE1EORMIBRERT, EEEITICISERAO
ARREHERT D

(a)under the national law of the Member State in
which the establishment is located;

(@)FEFXFHHLMBEDEE

(b)under Regulation (EC) No 853/2004;

(b)IR#I(EC) No 853/2004

or

EJ P

(c)by a decision adopted by the Commission. That
measure, designed to amend non-essential
elements of this Regulation, shall be adopted in
accordance with the procedure with scrutiny referred
to in Article 14(3).

CORERMFRLERE, COBEL. ARFDBE
TREVWERZEBEY HOIZHEFSNTEY. 514
EQ)TERSN-BEZA IR FHREIH->TEA
Shd.

Any Member State requiring the approval of certain
establishments located on its territory under national
law, as provided for in subparagraph (a), shall inform
the Commission and other Member States of the
relevant national rules.

(@)EOREERY. MBEEDEZRICEYELRNIZHD
BEDEEMOERDEROIMBEL, ZHT5E=
EREESRCMOMBEISEBELGFNIEESE,

CHAPTER Il $3E
GUIDES TO GOOD PRACTICE TR TS5HT1ADEDHDHAR
Article 7 EWES

Development, dissemination and use of guides

HARDER., ERRVFA

Member States shall encourage the development of
national guides to good practice for hygiene and for
the application of HACCP principles in accordance
with Article 8. Community guides shall be developed
in accordance with Article 9.

MBE L, FBFICEIE, HEKRUHACCPERAIERA
[CBET BT YR -TSIT4AD=ODEDH AR EIERL

FTBHEIMREND EUIZEITHH AR IEFEOFKIZEDE

ERiEND,

The dissemination and use of both national and
Community guides shall be encouraged.
Nevertheless, food business operators may use
these guides on a voluntary basis.

EXRUPEUDEEDHARDERRUVFANERESH
B, 1L BREEZEEIINLDHTARFEE EMIF
RAY5IENTES,

Article 8

ELES

National guides

EEHAE

H -6




1. When national guides to good practice are
developed, they shall be developed and
disseminated by food business sectors:

1. JIR-TSOF4AD=ODEEDHARDIERKIZ
BLTIE. BREEBMICEYLUTOESYER. &
gBHE

(a)in consultation with representatives of parties
whose interests may be substantially affected, such
as competent authorities and consumer groups;

(Q)EEETRVHEERRAEDLSIG. ERLGFEDF
BEZTHTREMDHLILEENRRELHEIHC
&

(b)having regard to relevant codes of practice of the
Codex Alimentarius;

(bI—FvIREBENHET bR HEREERT 5
sk

and

Wz

(c)when they concern primary production and those
associated operations listed in Annex I, having
regard to the recommendations set out in Part B of
Annex I.

(C)E—RAERUVMEITIZHN BN F-EEEZIZF
EEFZROHZIEE . MBI I /N—FBICEDONT-EIEE
EZETBHIE

2. National guides may be developed under the
aegis of a national standards institute referred to in
Annex Il to Directive 98/34/EC (10).

2EZEHAFIE, FEF8/B4/ECOMBAITICELNTER
SN-MBEDREEEDREDTITEHSNn D,

3. Member States shall assess national guides in
order to ensure that:

SMBEFLUTEHRT S-OICEEHAFEEHET
%o

(a)they have been developed in accordance with
paragraph 1;

(@)FEEHAFHNEIBIZR->THER SN TS

(b)their contents are practicable for the sectors to
which they refer;

(bYREH ., ERTHEFATRITARTHS

and

BV

(c)they are suitable as guides to compliance with
Articles 3, 4 and 5 in the sectors and for the
foodstuffs covered.

CORREZHEFAIRUVRRAICEALT, EEHARHE
3 ARUSFIZERLIA(RELTSESHLL

4. Member States shall forward to the Commission
national guides complying with the requirements of
paragraph 3. The Commission shall set up and run a
registration system for such guides and make it
available to Member States.

4 MMBEEFIEIRDEHRIHN, FEAFEZRERIC
EHT S EEREMNEHAFICETHERHEL
RE-EEL. MBEAFIATESLIICT S,

5. Guides to good practice drawn up pursuant to
Directive 93/43/EEC shall continue to apply after the
entry into force of this Regulation, provided that they
are compatible with its objectives.

585 93/43/EECICEDEMESNI=T YN -T3U71
ADT=HDHARIE HAEHRFDEME—HT 55
B.ARBAESLTHLHLERENS,

Article 9

ERES

Community guides

EUA AR

1. Before Community guides to good practice for
hygiene or for the application of the HACCP
principles are developed, the Commission shall
consult the Committee referred to in Article 14. The
objective of this consultation shall be to consider the
case for such guides, their scope and subject matter.

1. MEXIFHACCPRAERICET 55 vk -T3507
AAD=ODEUH AR DERDAFTZ. BRINEE S
(Commission) WE14EIZEWLVTRBESN-FZES
(Committee) &89 %, CDHED BHIIEINMNEH
ARDER ., TOHEFHAETEEEETHETHD,

2. When Community guides are prepared, the
Commission shall ensure that they are developed
and disseminated:

2. EUAAMRDERIZEWNT. RINEBRITHAFELL
TIZKYERBL. ERTDHIEEHERT D,

(a)by or in consultation with appropriate
representatives of European food business sectors,
including SMEs, and other interested parties, such
as consumer groups;

(a)SMEZELI—OvN\BRERHBMADETLGRER
ERVHEERERDISBZOMDFIEREFREICK
Y, RIEIhoD AR EDFE

(b)in collaboration with parties whose interests may
be substantially affected, including competent
authorities;

b)EHEETEELERGEHNEOXEEZ(THAIREM
DHHEFEHEEDH A

(c)having regard to relevant codes of practice of the
Codex Alimentarius;

(CA—TYIRERLDEET LEMEENER

and

BV

(d)when they concern primary production and those
associated operations listed in Annex |, having

()E—REERVHE I IZHIZEESN-BEEEEIZF
ERAROHDIHES . Al I N—FBICEHONI-EIE




regard to the recommendations set out in Part B of
Annex I.

DEE

3. The Committee referred to in Article 14 shall
assess draft Community guides in order to ensure
that:

BEMURIZBVWTERSNZERIT UTEERT
B-OICEUNAFERZHT S

(a)they have been developed in accordance with
paragraph 2;

(@QEUH AR E2IHITR > THEREN TSI E

(b)their contents are practicable for the sectors to
which they refer throughout the Community;

(O)ABH., HEAR LA TER T HHFATEITAIRET
HdH_E

and

p-30)

(c)they are suitable as guides to compliance with
Articles 3, 4 and 5 in the sectors and for the
foodstuffs covered.

CONREBHEFIRUVRRAICEALT, EEHARHE
3 ARUBSEICEMLIZAARELTSEhLINE

4. The Commission shall invite the Committee
referred to in Article 14 periodically to review any
Community guides prepared in accordance with this
Article, in cooperation with the bodies mentioned in
paragraph 2.

4FINERERIE. BFUURICBLWTERSNI-ZES
(BEREERBBERE - REFEERTER)ICEEL.
FRIBIZBWTERSNI-HEEH AL T, REIZER
LTHERESNIEUAARDLE 2—%175,

The aim of this review shall be to ensure that the
guides remain practicable and to take account of
technological and scientific developments.

COLEa—DBEMIE, RITARELGA AR DHFEHER
L. R RURZHIREREZRICANDZETHS.

5. The titles and references of Community guides
prepared in accordance with this Article shall be
published in the C series of the Official Journal of the
European Union.

5.REIZHSTHERESNTI=EUAMFDEA LR U S E
IZEUBHRDCUY)—XIZBLZ\ToaAFRESNh D,

CHAPTER IV ENE
IMPORTS AND EXPORTS AR UEH
Article 10 105
Imports A

As regards the hygiene of imported food, the
relevant requirements of food law referred to in
Article 11 of Regulation (EC) No 178/2002 shall
include the requirements laid down in Articles 3 to 6
of this Regulation.

MABROBAICEAL T, #HHFI(EC) No 178/2002M0
EMNEICBVWTERSN-BREZDOEEZH(TIERIE
FDEIENSOEITRESN-EHEZED,

Article 11

EXIES

Exports

i

As regards the hygiene of exported or re-exported
food, the relevant requirements of food law referred
to in Article 12 of Regulation (EC) No 178/2002 shall
include the requirements laid down in Articles 3 to 6
of this Regulation.

M RUEEHSN-REOREICEL T, RHI(EC)
No 178/20020F 12&ICENTE RSN -FEEH
(&, ARFDEIZML6RICHRESN-BEHES L.

CHAPTER V EVE
FINAL PROVISIONS RIEIRE
Article 12 EXPES

Transitional measures of general scope designed to
amend non-essential elements of this Regulations,
inter alia, by supplementing it with new non-essential
elements, in particular further specifications of the
requirements laid down in this Regulation, shall be
adopted in accordance with the regulatory procedure
with scrutiny referred to in Article 14(3).

FRC MATERBVHER (BICKRRFIICEYRESN
FEHDOEMER) ERBRFICHET S LITRY. K
RHEDBLATIHENEREEET SEIHFTSNI=—
RREVCEEDBITHE L. F14KQ)TERSNEE
BRI FHREIHOBERSNDS,

Other implementing or transitional measures may be
adopted in accordance with the regulatory procedure
referred to in Article 14(2).

ZOMDOREEIBITHEEIXF145Q2)TERSH
R FREIR->TERSN S,

Article 13

135

Amendment and adaptation of Annexes | and Il

MEI I RV I DEERVER

1. Annexes | and Il may be adapted or updated by
the Commission taking into account:

1.HE I RUTIFUTEERICANTEERICLYE
BFEEEIEEHIND,

H -8




(a)the need to revise the recommendations set out in
Annex |, Part B, paragraph 2;

(@)BffBl I /S—FBE2IEIZRESN-FNEDEED L
=it

(b)the experience gained from the implementation of
HACCP-based systems pursuant to Article 5;

(b)E5EIZHEMML-HACCPIZE D<HEDNDEmIZLY
HREL-EE

(c)technological developments and their practical
consequences and consumer expectations with
regard to food composition;

C)EMADICETHEMDER. EALOFERY
HEEOHR

(d)scientific advice, particularly new risk
assessments;

()MZFHBNE . KFSH =2 RV

(e)microbiological and temperature criteria for
foodstuffs.

e)BEHMDMENBELERVRELE

Those measures, designed to amend non-essential
elements of this Regulation, inter alia, by
supplementing it, shall be adopted in accordance
with the regulatory procedure with scrutiny referred
to in Article 14(3).

FIC. RRFIZHE T HFE T KRB DLE TR
BREBETDHIIJRFSNECNODRBED. 5F14
EQ)TERSN-BEZA IR FHEITMHIVERS
nd,

2. Derogations from Annexes | and Il may be
granted, in particular in order to facilitate the
implementation of Article 5 for small businesses, in
accordance with the procedure referred to in

Article 14(2), taking into account the relevant risk
factors, provided that such derogations do not affect
the achievement of the objectives of this Regulation.

2EETHIRVEREZRICAN, FIMREESE
DESEDERMERET H1=0I, B14FK(2)TERS
NE=FHEETHDCME T RV T OBERARNNERDHS
nd,BL. hODBERBRNIERF DB DZERIC
FEERIFESHVIDET D,

3. Member States may, without compromising
achievement of the objectives of this Regulation,
adopt, in accordance with paragraphs 4 to 7 of this
Article, national measures adapting the requirements
laid down in Annex Il.

MBEIF, KEDFEABEMNSTIEIZHEL . KRFDE
BIDEMERGI LG MAITITRESN-EH4ZE
RYAN-MBEDHEEEZERY HENTED,

4(a)The national measures referred to in
paragraph 3 shall have the aim of:

4.(a)FESETERSN-MBEDHEDBHITLTD
EBYTHD,

(i)

(WBROEE MIF-IEFTEDEDEEEICHLNTH
DA ZERENICERTIIENTES

EJ P

(ii)

(i4FE NIRRT ZZ (T DG HIBREED
:_x[:ébﬁéo

(b)In other cases, they shall apply only to the
construction, layout and equipment of
establishments.

(b)ZEDHDIGEICHENT, MBEEDHEEIX. FXRFD
B RERUVRBEOHERSND,

5. Any Member State wishing to adopt national
measures as referred to in paragraph 3 shall notify
the Commission and other Member States. The
notification shall:

5.E3ETERSN-MBEDHEEDERERDHDM
BEF. ZEESRCMOMBEISEZTI HHS
BRI

(a)provide a detailed description of the requirements
that that Member State considers need to be
adapted and the nature of the adaptation sought;

(@Q)ZFDMBEABERANDELEEZDEHRVER
DHEZFHMICEHBATHIE

(b)describe the foodstuffs and establishments
concerned;

(b)ZL T HBEHAERUVEERITOVTHRATHIL

(c)explain the reasons for the adaptation, including,
where relevant, by providing a summary of the
hazard analysis carried out and any measures to be
taken to ensure that the adaptation will not
compromise the objectives of this Regulation;

(C)ZYTHBE. EfShE-RAEMMEVIDERAMN
AIREID BHEELOLEWNWCEZERT 5-HIZES
NAEBOEHNZIEMTIILIZKY ERADEREZSR
3z I s Yy

and

BV

(d)give any other relevant information.

() ZDMDHLPHEEFEHRERM T S,

6. The other Member States shall have three
months from the receipt of a notification referred to in
paragraph 5 to send written comments to the
Commission. In the case of the adaptations arising

6.t DINBEE FHESETE RSN -BHDZEMN 534
ARICRERICEETCOREREEDIENTED, $4
HDb)DBERAAFEET HIEE. COLAMIT, MBEEOE
EICEYAr ARNERTACENTES . ZERIE. 1
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from paragraph 4(b), this period shall, at the request
of any Member State, be extended to four months.
The Commission may, and when it receives written
comments from one or more Member States shall,
consult Member States within the committee referred
to in Article 14(1). The Commission may decide, in
accordance with the procedure referred to in

Article 14(2), whether the envisaged measures may
be implemented, subject, if necessary, to
appropriate amendments. Where appropriate,

the Commission may propose general measures in
accordance with paragraph 1 or 2.

AEULOMBENEETMICLOERERMELIZS
AB.EUEFN)TERSNEZEESATNEERTO
BEE1TO. EERE, F14FQ)TERSN-FHKiE
[SHELN, FTEISNI-HHE DREA TN EZREL ., &
BI5E . BUGEBIEETI REICKL. REREE
1TRFELIF2EICRN—ROCHEZIRET HENT
&5

7. A Member State may adopt national measures
adapting the requirements of Annex Il only:

7. MBEFLTDZEIZOHA, HE T DEHZERY
AN-MBEDHEEERATH_ENTES,

(a)in compliance with a decision adopted in
accordance with paragraph 6;

(a)FORITHE > THRIRSN R E CHERH S B

or

EJ=ES

(b)if, one month after the expiry of the period referred
to in paragraph 6, the Commission has not informed
Member States that it has received written
comments or that it intends to propose the adoption
of a decision in accordance with paragraph 6.

(b)EE6IETE RSn-#iRAER TLTHB 17 ARMIC.
REESN . E@ICKIERZZMEL -, F(LEE6EIC
EOCREDHEIRZRETIERLHLHLEMBEICE
MLEMNT=5E

Article 14

145

Committee procedure

ZERFHE

1. The Commission shall be assisted by the
Standing Committee on the Food Chain and
Animal Health.

RESEIBRAEERERE REFLEERZESD
EBMEZTHIENTES

2. Where reference is made to this paragraph,
Articles 5 and 7 of Decision 1999/468/EC shall
apply, having regard to the provisions of Article 8
thereof.

2ARBEICERAGESNSIGHE . IRE1999/468/ECDE
SERUVBTEN. ENHESFDREEEREL T, BRAS
nd1meET %,

The period laid down in Article 5(6) of
Decision 1999/468/EC shall be set at three months.

RTE1999/468/ECD 55 (6) THRESN=HR L3
AE9 %

3. Where reference is made to this paragraph,
Article 5a(1) to (4) and Article 7 of Decision

3ARIBICERMNEINDIGE . IRTE1999/468/ECDE
5%&a(1)h5(4)h. TDESEDMEEZEEL T, EH

1999/468/EC shall apply, having regard to the SNdEDET B,
provisions of Article 8 thereof.
Article 15 $F 155

Consultation of the European Food Safety Authority

BRMNEmREETENTFE

The Commission shall consult the European Food
Safety Authority on any matter falling within the
scope of this Regulation that could have a significant
impact on public health and, in particular,

before proposing criteria, requirements or targets in
accordance with Article 4(4).

ZERF. FRFIOHREITEZAT S, ARFEICSK
B BEEZHTRRMEDHHH P HEREIZ DT,
BN B MR ETERHEETD

Article 16

F16%

Report to the European Parliament and the Council

BRMNBERUVEEE~DHRE

1. The Commission shall, not later than 20 May
2009, submit a report to the European Parliament
and the Council.

1.£EE82(%. 200945420 A £ TIEFIMNEES R U EE
CHEEZFIRETS

2. The report shall, in particular, review the
experience gained from the application of this
Regulation and consider whether it would be
desirable and practicable to provide for the extension
of the requirements of Article 5 to food business
operators carrying out primary production and those
associated operations listed in Annex I.

2IDHMEZ T FHICARUOBRADKERAEELE
E[ZDOWTLEa—L., BESFDERDIEKREE—RE
ERUVOHMAN ZHIZESN-FAEERETIEMFESEIC
ML TIRET DENELLKRITARTHIMNERET
TH5LDTHD,

3. The Commission shall, if appropriate,

SEERRF. MWELHS. BEIIRENRESNS

B~ 10




accompany the report with relevant proposals.

BEEER TS,

Article 17

EANES

Repeal

BEit

1. Directive 93/43/EEC shall be repealed with effect
from the date of application of this Regulation.

1. R]RHFDEABZU>THERIZ/MA3/EECIEELLEN
)

2. References to the repealed Directive shall be
construed as being made to this Regulation.

P BIESNBS T 55 RIE. REHIHLCH
- EERENS,

3. However, decisions adopted pursuant to
Articles 3(3) and 10 of Directive 93/43/EEC shall
remain in force pending their replacement by
decisions adopted in accordance with this
Regulation or Regulation (EC) No 178/2002.
Pending the setting of the criteria or requirements
referred to in Article 4(3)(a) to (e) of this Regulation,
Member States may maintain any national rules
establishing such criteria or requirements that they
had adopted in accordance with

Directive 93/43/EEC.

3.4BL. #§H93/43/EECDEISF(3) B UMOKIZHEL i
RASNIZREIX. KEFFIEEF (EC)

No 178/2002| ¢ LVBERSN=REICKHDHETH A
ZET S, ARFDE4EQB) (@)D (@) BN TERS
NEBEEFLFEHNRESNSETOM. MEEE
$EH93/43/EECITVVBERL-EE T FERERTE
THOMBEDRUNEHFT 5 ENTESD,

4. Pending the application of new Community
legislation laying down rules for official controls on
food, Member States shall take all appropriate
measures to ensure the fulfilment of the obligations
laid down in or under this Regulation.

4ABMICETIAMNEEDORUNEEDH LRI
DESHNERSNSGETOM. MBEIFTARAIZEL
THRESN FEERRAIEILEBOEREHE
RIB=BIZHo LB LHIFEZID.

Article 18

5185

Entry into force

ik

This Regulation shall enter into force on the 20th day
after that of its publication in the Official Journal of
the European Union.

AIFAE, BN HRAE A TORARBAG20BRI
BITShd3DET S,

It shall apply 18 months after the date on which all of
the following acts have entered into force:

FRAL, LT OERATRTHRITESNI-BH 5185
ARICHITENSELDET B,

(a)Regulation (EC) No 853/2004;

(a)##I(EC) No 853/2004

(b)Regulation (EC) No 854/2004 of the European
Parliament and of the Council of 29 April 2004 laying
down specific rules for the organisation of official
controls on products of animal origin intended for
human consumption (11);

(0)2004F4 A29B [CHMBERE LUV EEEMN. AD
BRACHYHEOHMADHERVREICEHT S5E
DFRAZHIE L= HI(EC) No 854/2004

and

P30}

(c)Directive 2004/41/EC of the European Parliament
and of the Council of 21 April 2004 repealing certain
directives concerning food hygiene and health
conditions for the production and placing on the
market of certain products of animal origin intended
for human consumption (12).

(C)2004F4A21HICMMBERUEERN, ADE
RAOBMBEXOFED RS OEERVERFEICDOL
T.BERFERVANGOREICETIHEDIESERE
1EL1=#§4% 2004/41/EC,

However, it shall apply no earlier than 1 January
20086.

{BL. R#HA(F2006F 1A 1B RYAETIZIERASNG
LY,

HBHR-11
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v MEEERES

Global Guide to Good Manufacturing Practice for Supplements

The International Alliance of Dietary/Food
Supplement Associations (IADSA) brings together
over 50 associations of dietary/food supplement
manufacturers and distributors from across the
world. IADSA’s central goal is to ensure a greater
exchange of information about the science and
regulation of dietary supplements and ingredients
across government, industry and the scientific
community.

ERREHEDESHEERESE S (ADSA) F. HA
FD50LL EDFATR—/T—RHTYA D ELEE
ERURBEEIZKDEREHEVFITTLVS, IADSA
DOl ESH BRI, B, ERRUHEZERBEOT 1
IR —HT)ARRUVEHOMZE IV EZEICET
DRI A EILTHETHD,

The Global Guide to Good Manufacturing Practice
for Supplements has been developed by a team of
technical and regulatory experts from across the
world with specialist knowledge in supplement
manufacturing.

YTYAVRD T YR -2 T7F )T -TS59T4
RIZEATH50—NIL-AA/R IR D OEM R UE
BOBEMREGTIAHEDEMARDF—LIZEY
EREh TS,

It is designed to provide clear guidance in a
non-prescriptive framework format that will allow for
flexibility in application within any country or region.
Its aim is to help raise the standard of all
supplements produced around the globe to the level
of quality and safety expected by consumers and
regulators alike.

CDHARIF, HOPLHEPCHUE TRERISERATES.
HETOEADRMEA LV THEGIEHEZRMT DX
LN TG, Tz HRAPTEEINDTAATD
HIT)ADEELE GHEELRHLRHOMEA VYR
TEORE - TEMDLALIZETEDDIDITHEITL
NBHTEEERELTWNS,

IADSA acknowledges the leading role of the Council
for Responsible Nutrition (UK) in the development of

IADSAIE. &7 4 FDERLIZF LN TCouncil for
Responsible Nutrition (%) DR =L F Er% 125

this guide. BEXRY,
2011/6 2011268
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Section 1

18

Introduction

[FL®IZ

Broadly defined, a Supplement is a product that is
intended to supplement the normal diet with a
concentrated source of nutrient(s) and/or other
substance(s). Generally, a supplement is sold in a
controlled dosage form for oral intake such as a
liquid, powder, tablet, capsule, pastille or other such
similar forms. Definitions for supplements that are
currently in use globally in the major economic areas
are listed in Annex IV.

LEETIRH. HTIAVERBEOREEMHOICLEZAN
ELT= REBRRWELRFZDOMOM S A RMEL-S
BEE D —MRITHTUAUNE, RIK, #3K. 2. B
T FO—FELRFZOMOREROIET, EOE
BAICHIEEnI=RFRIELTRTSN S WA R $
DEELBEERETHERASATOSYTIALIDES
(X, MBAIVIZEEHSNA TS,

Supplements have to comply with all relevant
aspects of legislation in their country of production
and sale in terms of composition, manufacture and
control.

HTYAUME MR EERVEEORICENT, &
ERVRTTIEDEZLT DT N TREEITHLEL
TIFEBLY,

As supplements are designed to supply nutrients,
micronutrients and other physiologically active
substances in predetermined amounts, the greater
proportion of products are manufactured using
specialised skills and equipment.

T—RHTUAUME RBR FITHERER) RUE
DD ERPHIEER S HNAEEDHRICADLII
FEtSN A= BA DK, BRI RREEER
FEEAVTEESNS,

This document is intended to provide guidelines for
the promotion of best practice in the production
(manufacturing, quality control, packaging,
distribution and storage) of supplements.

AEFHTIAV IO ERE (HE, REEE, A% &
BRUREB)IZEBFARAMNTSOTAADREDT=5
DI FIRET A EEEMELTINS,

Where applicable, these guidelines apply equally to
supplement companies who have their products
contract manufactured and also to those who are
solely distributors of products.

BHARERGS. AZX, BHEROEEEFNELT
WAHTYAUMERVEZORFTDOAZETESE
¥(IZHRKRISERSINS,

Manufacturers and distributors of supplements
should comply with all relevant national legislation in
their home country and also that of any countries to
which they export their products.

HEXRERVRBEREL. ZEIHEDEROTA
T.F=. BHERZRHIT BRI TOEDEREIC
S,

Section 2

55218

Quality management

mEEE

2.1 General principle

21 —fRIEAl

As a general principle, Quality Management is
defined as co-ordinated activities to direct and
control an organisation with regard to quality. There
should be a comprehensive system so designed,
documented, implemented and controlled, and so
furnished with personnel, equipment and other
resources, as to provide assurance that products will
be consistently fit for their intended use. The
attainment of this quality objective requires the
involvement and commitment of all concerned, at all
stages of manufacture, storage and distribution.

—MFEAIELT, METHET. REICEALTHLHHEIC
BTRESAEEILARBHLERSND, Hmh—
ELTEDERT HAHAEICERL TS EWSREEE
RY®TDHICBEFKESh, XELSh., EiES
nEESh, F- O EEBA. RERVZDOMDYY
—AWERFESN-BREAGRATLAFETSHETT
Hb5. RERROEMIZZ. HE. RERVREDNE
BRETOLERECESEINNBETHS.

The concept of ‘quality by design’ is important for
Quality Management. This means that the product
should be designed and developed in a way that
takes into account all the essential quality
requirements.

O )TN THAV IOBZEREERICE T
EETHDS. NBEERBF. INTOERNGREE
HEEZBRICANT-AETERE . ARSNEINETHDE
LWOYEKRTHD,

The quality objective shall be achieved by an
integrated system including Quality Assurance,
Quality Control and Good Practice. These three
aspects of quality are defined as follows:

mERRE. RERIE. REEERVITIF-T39T1
RAEEBCHREVATLIZEYERSIND, MEBIZEITS
SNED3IDDF/EIFLUTDEIICERSND,

2.2 Good practice for production

22REDI=ODTIF-TZ9T4X

The basic requirements of Good Practice are that:

TIR-TIVTARADERHMLBEHBIUTDESYTH

BBk 14




%

a) all manufacturing processes should be clearly
defined, and known to be capable of achieving the
desired ends;

a) BETOCRETRTHEICERSN., EELLVEE
REERTEDIEDN MO TNSIE

b) all necessary resources and facilities are
provided, including:

b) UTEELRER)Y—ARUHRBMNEHRSL T
st

. appropriately trained personnel;

EYLHEERITEBA

. adequate premises and space;

YR LR PRR—Z

. suitable equipment and services; EYGHEBERUERR
. correct materials, containers and labels; CEREGRS BEERUINIL

. approved procedures (including cleaning
procedures);

RERSNE=FIE(CERFIREZT)

. suitable storage and transport;

B RE R UL

c) operators are trained to carry out the procedures
correctly.

c) ARL—E—AIEHIZFIRERET S&35lESh
TWWaIE

2.3 Quality assurance

2.3 mERELE

Quality Assurance is the part of Quality Management
focusing on increasing the ability to fulfil quality
requirements. The objectives of Quality Assurance
are achieved when processes have been defined
which, when followed, will yield a product that
complies with its specification and the quality
expected, and when the finished product:

mERLIREETEO—HTHY. REEHEZERT
BDEEADE LIZERZHTTL S, ENITHRZITIRE

RUHfFSNOREZE-THENEESNDSGTHS

SEVNSTOERMNFHREN, M ORBRERAUTTH
568, RERIEDEMNERSND,

a) contains the correct ingredients in the correct
proportions;

a) ELLEARZELVEIETEATLS

b) has been correctly processed, according to the
defined procedures;

b) BARESNF=FIEIZHEL, ELIMISNTLNS

c) is of the purity required;

c) BRSNHMETHSD

d) is enclosed in its proper container, which;

d) #EYLEHFICAOTLNS

e) bears the correct label (or is otherwise suitably
marked or identified);

e) ELLVSRILADNTNS (F=FEEAITh(EE
PIZI—IRDNTWS, FIIEESNTND), hD

f) is stored, distributed and recommendations given
for its subsequent handling in accordance with the
recommended storage conditions, so that its quality
is maintained throughout its designated or expected
life.

f) EEFEPESN-RERFHRZELCRE

MHEFFSND RS, RF. BEESHh, HDHRESIND
REFEITH=ZDERDEIRVNDT R/ A ZHMF 1T
LTS

Quality Assurance normally covers the following
points:

MERIEITEE. UTORIUNEET,

a) procedures are written in instructional form, in
clear and unambiguous language, and are
specifically applicable to the facilities provided;

a) FIENBAETII-EYLE-EETHERBATED
nRICRIRISERSNS

b) records are made during manufacture (including
packaging), which demonstrate that all the steps
required by the defined procedures were in fact
taken, and that the quantity and quality produced
were those expected;

b) EE(BEZEL)TALREZRELT. BBEREFT
%o CORHFIT, ATRSN=FIRARDEITXTORT
VIARRICEESN, REDERVENFRBYT
HHLEAT S

c¢) records of manufacture and distribution, which
enable the complete history of a lot (batch) to be
traced, are retained in a legible and accessible form;

c) HERUVFBDREAHIF. FIAMTRRGHETR
ESNTEY. ETNIZEYAYENYTF) DELLREEN
BHFIEETH S

d) a system is available to withdraw or recall from
sale or supply any lot or product, should that become
necessary;

d) HELIBE. OvrEFFEGORELLILHBE
BWEFE XA TESV AT LAFEARARETHD

e) the Quality Assurance procedures of the suppliers
of raw and packaging materials should be monitored,
preferably with regular audits. A Supplier Quality
Assurance procedure should be developed to define
the criteria for selection, approval, review and
ongoing approval to ensure that purchased products

e) RHRUVBEMBHEEEDRERIAFIAEL, TE
NITEHEEICI-TEBAT 5. BR-AR-RERV
BRAERBRDEELZRES DHOICHIGEEDOR
BRAFIRZERL . BALEHGEY—E XN RS
DEHZFHLTOAIELRIT S,

BB 15




and services meet the organisation’s requirements
(see Annex V);

f) there needs to be rapid feedback of information in
the form of summaries of quality performance data
(accompanied, where appropriate, by advice) to
manufacturing personnel, enabling prompt
adjustment or corrective action to be taken when
necessary; and to the purchasing function in respect
of raw material lots;

f) MEFXETHDENOHA T, EERLEAD
HERBERD I — RNV IDBBETHD, ChIZkYR
BERABRE-IIVNELRSSIEIREREDEEA A EE
(225, F=. B OOVNIBELTIXEARFA~ND
T4—RIN\VIDLETHD,

g) customer/consumer complaint samples should be
examined, the causes of defects investigated where
possible, and appropriate measures advised for
corrective action to prevent recurrence (see Chapter
11);

g) BELHEEDOEREMEREEL. BEICIECTH
BDREEHEL. BRHLO-ODIEEREIZHIT
BN RENET S, (BESR)

h) due heed should be taken of new developments in
relevant legislation, especially those requiring
changes in compositional standards and labelling
requirements which may necessitate changes to
specifications for raw materials or finished products.

h) ZETOMHBNEH=ITERT HHE . FICEMH
FEERMDBRICEENDEELGHAREEDHS
REEERUVRTEHICHLTERZROHHRH D5
B, TRITERET S,

A continual review of the Quality Assurance systems
should be undertaken to ensure that they remain
effective. This should be done by self-inspections
and/or third party audits.

m BRGEHIE LB EE R T H=OITHGRAMICRE
Eshd, chZECRBREV/EIE=FITLSE
EITE>TEMESND,

2.4 Quality control

24 mEEE

Quality Control is the obligation to have in place an
effective monitoring system that verifies compliance
with specified requirements and parameters, and
defines suitable corrective action in the event of
non-compliance. As with Quality Assurance, Quality
Control must be an ongoing process to ensure that
quality of the product is maintained.

mEERLI HEDERRV/INFA—E—~DEE
ZIREIL . TEAARAEL-GEEDEYLGREREE
EEIHDANGERVATLERETHEBETH D,
MERILRE. REEEIHAORENHFINT
WHIEERILT B D#EMLTOERTRITAIE

To achieve effective control of quality:

B EEEREERT S0,

a) the authority and responsibilities of the Production
Management and the Quality Control Management
functions respectively should be clearly defined so
that there is no misunderstanding. Where possible,
the Quality Control Management should be on a
separate reporting structure from the Production
Management and be empowered to make
independent decisions on the product quality.

a) MEEHLAEEEMFIDENTNDERLER
(T BRBELELSELRVKSICERENHAEIZERS
%, ARG S . MEEENMIIREEEMMLIERE
ROMERFIEL. HADRBITELTHIILZR
EETIEREEZALOND,

b) adequate facilities and staff should be available
for sampling, inspecting and testing starting
materials, packaging materials, intermediate, bulk
and finished products, and where appropriate, for
determining environmental quality;

b) HFEH. @M. PG NILIRGRUE
Bzt RE. BRI, FLEICKLTR
BREERETHEOIC. +OLRBEBEZFAT
EHLIITT D,

c) samples of starting materials, packaging
materials, intermediate products, bulk products and
finished products should only be taken by authorised
personnel and using methods approved by the
person responsible for Quality Control;

c) HFEFREHM. BEHM. hREEAE. NILIERKRUTER
MOYUTVIE. MEERERENKIEL-AEEH
LT, AEBSNIBE DOHHERYRS,

d) results of the inspection and testing of materials,
and of intermediate, bulk or finished products, should
be formally assessed against specification by the
person responsible for Quality Control (or a person
designated by him) before products are released for
sale or supply;

d) B, fEE&, NILVEGFEEERMDRE-
HERERE RN RTELI/IGALLTERALR
HoNDEIC, REEEELE(F(FELFIHEARS
NIE)DNBREICHLTERICEEY 5.

e) product assessment should include a review and
evaluation of relevant manufacturing (including
packaging) documentation;

e) RADEEFZIATIRE(DEEZET)XNEDH
ERUVEHHZET,
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f) sufficient reference samples of starting materials
and finished products should be retained (the latter
in the final pack for the finished product) to permit
future examination if necessary.

f) HERMEVERADOBENGRES LTIV (RE
[IFERADRBRAGHEER) (X, LEGHERRERE
MNTEDFIRFSND,

See also chapter 13. F13EESH,
Section 3 %318
Premises and equipment MR R U E
3.1 General 31 —#R=EIR

Buildings should be located, designed, constructed,
adapted and maintained to suit the operations
carried out in them and to facilitate the protection of
materials and products from contamination or
deterioration. Equipment should be designed,
constructed, adapted, located and maintained to suit
the processes and products for which it is used and
to facilitate protection of the materials handled from
contamination or deterioration.

BYFZCTITONSERISEESE SO, F-. R
HRUVRGBDBFLEF LS ENDRELZREYT 51
&, BB, KAt BER. SOE. SNSRI, Eh
AERASNSTOEARVERITEESE SO, F
f= RIS RHDFRF L LIEN LD RELRET
Bf=%. x5, R, WiE. BE. #FShd,

3.2 General requirements for premises

32 BEMBOI-HD—RREH

a) Premises must be designed to allow cleaning and
maintenance to be carried out to a high level.

a) HERITEKETCDERRVAVTTFUVADERS
AHEICT ARSI LA T IS,

b) Layout, design, construction and size should be
such as to:

b) LA7 ok, %5t. BRREUHARXIEIUTELRD LS
1295,

. permit hygienic cleaning, good hygiene practices,
and suitable temperature/humidity conditions where
necessary;

BAEETOER. BREEICB TR 9R-TS5974
A HERBE . BYEEEEREFAREIZTS

. prevent cross contamination in the premises and
contamination from external sources such as pests.

FEERRTO ZRFERUSNERDF LR (BEEYS
E)oDEREHIETS

c) Facilities that must be provided:

c) UT#lRAT=lR

. availability of washbasins, lavatories;

EEE.MMUMAFIRTESRCE

. adequate supply of potable water; ERFIK D+ RS
. ventilation; ]S

. lighting; - HREH

. drainage facilities; -HEKER (B

. changing facilities for staff.

RAYID=HDEKRE

3.3 General requirements in rooms where
supplements are prepared, treated, or processed

3.3 HTVAVIDERE - LE-MITINEZEND—
=2

a) Construction and design. The following surfaces
and fittings must be smooth, crevice-free and easily
cleanable:

a) BBRRURE. LT ORERUTER BT 5 CEl
NEAGCERN B S TRITREESEL,

. floor surfaces; ‘FRERE

. wall surfaces; -EBEm

. ceilings and overhead fixtures; RHARUVRHZE
. windows; =

. doors;

. surfaces in contact with raw materials, intermediate
product or finished product.

b) Facilities. Adequate facilities must be provided for
cleaning tools and equipment where necessary.

‘B
‘B, PEEGRUSTER AN EMY HE
B

bk, HEGIHES . EERUVKEDEBERD-HDE
PRERRLERBLATNIEESRLN,

3.4 Premises

3.4 MEE%

3.4.1 General premises and buildings

341 HEERUVEYICEAYT 5 —HREIE

Premises should:

MEERIFUT ELDESITT .

. provide sufficient space to suit the operations to be
carried out;

BT AEEICEDLERETHHAR—RZEHZA TS

. allow an efficient flow of work;

NEMGEETIO—ZAEEICT S

. provide suitable internal storage areas;

B ARETRRIEEREA TS

. facilitate effective communication and supervision;

EMEIZIA =LV RUEREESICTD

. be sited with due regard for the provision of
services needed and to avoid contamination from

WMBEEShDY—ERRBDIHIZ, Ff- BELTT
OO FEBANODFREHILTH-DIT+RTIEE
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adjacent activities. In existing premises, effective
measures should be taken to avoid such
contamination;

OTEESNTWLD, BEFDERIETIL. S5LIER
LT B-OICEDERRER D,

. be maintained in a good state of repair. The
condition of buildings should be reviewed regularly,
and repairs effected where necessary. Special care
should be exercised to ensure that building materials
of construction, repair or maintenance operations
are not allowed to affect adversely product quality or
integrity;

BIFSAESIREEHIFL TS, BEYDIREIXEL
MICRRSh, BEZIS S (X@EEET. BER. @EF
FEATFUORIEDEOHDEMHNERDREET-
[F—EBEHICEEZEXRIFIELNESICT S0,
A DMIEEITS,

. be constructed and maintained with the object of
protecting against the entrance and harbouring of
vermin, birds, insects, other pests and pets;

EH. BE. RRE-EZOMOEEEMRU~RYR
DBABLUBEEHCCLEBMICERE. #ENT
3.

. be maintained in a clean and tidy condition
(including processing areas, laboratories, stores,
passageways and external surroundings).

CHRTBESNEREZHFL TV (MITRE, 6
RFT. REGT. BEREUVHNBZED)

Manufacturing areas should not be used as a
general right of way for personnel or materials, or for
storage (except of materials in process).

(RS REIBA T X RERHO— R BB E IR
BT (MTREDRHERO ELTRASNESANET
[F7ELy,

3.4.2 Ventilation and lighting

3.4. 215 Kk U IR

Buildings should be effectively lit and ventilated, with
appropriate air control facilities (including
temperature, humidity and filtration where
necessary) suitable both to the operations
undertaken within them and to the external
environment. Air supply and extraction trunking
should be designed so that contaminants are not
introduced into products. All lighting appliances
should be completely covered by shatterproof plastic
diffusers or sleeve covers or, if this is not possible,
by a fine metal mesh screen, to contain any pieces
of glass in the event of shattering. Procedures
should be developed detailing the action to be taken
in the event of any breakage or damage to glass,
ceramic or hard plastic items.

BEYIABTOERRUNBREOEAICELE
B ZERRIECRE. BE. REICSISCTHRKES
) ERA . NRMICRHA, BRShd, ER RV
BIR LB RYENRRBICADIENESIZT HT=0DIZER
FfehTWg, BEARERT RN T. REBLESHEIZHS
ADWAERYIAD DL, REBHUETSRF VI T4
Ta—H—FFR)—THN—T F=EETNHLTH
BLIGEE. ERMAFOREBRY)—TRRIZE
Hhd, FIRER. AR BHRFIIEETSRAFY
ODBIBLI G R ICEDNEHEZRAMICRHELT
BT %o

Fans should be positioned in order to avoid
contamination hazards caused by either intake of
noxious vapours, gases or solids, or release of
materials which could contaminate the product, and
with due regard for the local environment and the
avoidance of nuisance such as odour, noise or dust
emissions.

EEMT, HBOREE, RN BEFIIMERT
BREDRBITHDBHILICTHDEEEZLST. AEL
AR HRFEBERORR. FERAEFTRTD
AIREEDHHIMEDREDONT N LYRET BHF
RICKDBETERITHRIICEET B,

Pipework, light fittings, ventilation points and other
services in manufacturing areas should be sited to
avoid creating recesses which are difficult to clean.
Services should preferably run outside the
processing areas. They should be sealed into any
walls and partitions through which they pass.

HEXFETHERE. BARE. MR ORVZTDOMDEE
B, BRHIARHETHA-OITEEEZRRIELIEN
BWKSICEET 5, ZEETENIEM IR B D4
BET D, BEFEE TN —T1avTEDLNS,

Working conditions (e.g. temperature, humidity,
noise levels) should be such that there is no adverse
effect on the product, either directly or indirectly, via
the operator.

FERECRE. BE. BEOLALRGE) [FEE. M
BOLWTNIZEVWTH FEBICI - THANEEZE
ERFRNELIICT S,

3.4.3 Floors, walls and ceilings

343 K. BRUXH

Floors in manufacturing areas should be made of
impervious materials, laid to an even surface and
free from cracks and open joints in areas where
product is exposed. They should be of adequate
construction and material for the wear and tear and
conditions of manufacture encountered.

HERBORIIMKEMTHEOND, BAHATEHL
[C5ME TIIRAIFESTOUNGL, HEMILE
HLUISGESTLVEL, BEERUEERITRAE T HIKR
[ZiEA =BG BB RVEM T NS,
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Drains should be of adequate size, and should have
trapped gullies and proper ventilation. Any open
channels should be shallow to facilitate cleaning.

HOKER BB G Y (X T, BLBEYGBRIRIFEERH
ATWS, KB, BRERHICTH=0HICTET
)

Walls should be sound and finished with a smooth
impervious and easily cleaned surface.

BIAEX T, REAITFEoMNTHKSN, BRMIBSHT
I EESTN,

Windows should be of toughened glass or plastic,
adequately screened and secured, and with ledges
sloped away from the glass at an angle to prevent
items being left on them. Materials should be chosen
so as to avoid tainting or otherwise contaminating
the product.

BITED I BONEESNIBIEAFREF TR

FuOaERAL. BEFEDLIZYERETELGVAE
THSIANDIERESE D, EMITENLGL, FTFSH

BRIFNIEEAMHEFTRIERVLDEES,

Doors should have smooth and non-absorbent
surfaces in order that they are easy to clean and,
when necessary, disinfect.

FRORAL. FREF-FLEGERITEBENEETH
BFIIZ BN THFRNEDNLDICT S,

Ceilings should be so constructed and finished that
they can be maintained in a clean condition.
Suspended ceilings should not permit the
accumulation of dirt and should be so installed as to
reduce condensation, the formation of mould and the
release of loose particles.

RFFFRPIRBEHIFTEDRIICERLLELITS,
BYURHFHICFFIVYEBOTELGLT, #EE. EORE
RUSDBLIDFOBRHEERDSEDEIRET S,

The coving of junctions between walls, floors and
ceilings in critical areas is recommended.

BELREORE, KRRUVXFOESEICIEa—T 10
S (BN EITHIENHRESND,

3.4.4 Cleaning and waste

344 BREUVEEDLNE

All operations should be carried out in such a way
that the risk of contamination of one product or
material by another is minimised.

FTARTOERF, 1DOHGBEIFYEIMICEST
FBEREINDIRIZERIRIZT HPYATERSNS.

Waste material should not be allowed to accumulate.
It should be collected in suitable receptacles for
removal to collection points outside the buildings,
and disposed of at regular and frequent intervals.
Disposal of printed packaging materials or raw
materials and rejected products should be carefully
controlled.

BEYEIXBOTIELLN, B EEHFICED, &
N EDEEEF~NESH . RN DERICL

DEND, HIRSh-BERZMELEREMBMROFTE
BROEZILTIERCEEIND,

There should be written cleaning procedures and
schedules for manufacturing and storage areas,
external areas and vehicles used in the distribution
supply chain. A Site Hygiene Plan should be
developed to ensure a hygienic manufacturing site,
thus minimising the risk of potential product
contamination. This plan should be regularly
reviewed.

HERVRERE. RGO FRILVITTREY TS
AFI—UTERASNSIERDERNDEBTOFIEK
UFPEREHAD, BEMGRETHZHERL., BT
HLERBREDYRIER/NRICT 516 THRAD
FAEZERT D, COEFEHRVICRESL
60

Vacuum or wet cleaning methods are to be
preferred. Compressed air, hoses, pressure
cleaners, brooms and brushes should be used with
care, so as not to incur the risk of product
contamination.

IR D FREIFKTORENEFLL, [EHE
EREFEIV)—F— R—R EHNV)—F—1FD
ERUITIVE, BAEDFREBMEVEIITEELT
AT S,

Products used for cleaning and disinfecting
purposes should be appropriate for their required
function and should be stored in a location which is
separate from the processing areas.

ARERVHSENORRIT. TOROONLHHEEIZE
HETERASh. MITRELEREELSRTICRES
nd,

3.4.5 Receiving and despatch areas

345 ZHERERE

Protection from the weather should be provided for
receiving and despatch areas, and for materials or
product in transit.

ZREXERVCEEFORBEFHRAEITOVT. X
ZDEENIRET D,

Where appropriate, a defined deboxing/debagging
area should be provided for those raw materials or
packaging materials which arrive in external
packaging.

DHEITHE O BETIEFELEMHEERE
RMIIOVWT. TEDFRALREZER TS,




3.4.6 Personnel hygiene facilities

3.4.6 EXBBEEMK

Cloakrooms or changing rooms should be provided
and be separate from, or partitioned from,
manufacturing areas.

FMLFEERFERZFEERENSBN T, T
toh TERESN D,

Provision should be made for separate
accommodation for clothing and footwear not being
worn during working hours.

EXRBERNICERALGVKRREVCEBEYDI=HDIHIL
et T AN G E (A ANV A A

Adequate sanitary conveniences (flush toilets) must
be provided and kept clean, and should include
notices instructing users to wash their hands after
using the convenience. Toilets must not open
directly to manufacturing areas.

BRADFFMZEH(ZREL, BEE AL (OK3E) AN E AR
SN FRICRIENGINIEESE0D BHIZE, L
FERRICFERSIISFAEIHETIHBRNEEN
Bo MUIFREREICEREBEL TOTIEGLEL,

Rest and refreshment rooms should be separate
from other areas.

REEAMORIEASIRILTIVD,

Hand-wash basins and accompanying facilities (hot
and cold water or temperature controlled hot water,
soap or detergent, nail brushes and clean towels or
other suitable drying facilities) must be provided and
kept clean, at convenient places accessible to
personnel.

HEB EMABEY HEk0E CRK - A/KE= (TR E R A
RE7RK . BEREILEHF] . MIT ST BLWFRGEA
IVERITBEREZER R A, BRERELSFIALL
FUVGFTISRESN., FRICR-NBITESELN,

First aid materials should be provided in a place
readily accessible to authorised First Aiders.

HERAMN, AESN-HABLESFIALLT G
FTISSRESN TV,

3.4.7 Pest control

347 RAk-avbO—)L (FEEYSE)

There should be either trained personnel to oversee
infestation control or a professional infestation
control company should be employed for regular
inspection, advice and treatment if required.
Procedures for pest control should be
commensurate with the local habitat and risks.

EEEYORAEEBEZERTS-ODIBGEEZIT=
BEFEETSIH. TLEEMOEESHEFAL.
EHAR. IEERUMBEIZSLTREEZITI, RAK-O
vhO—ILIZET S FmEE. TOHMBOEZERVTIR
JIZIELEDET B,

Useful general information on pest control can be
found in the Codex General Principles (see Annex
V).

(X a—TYvIR—BRAIIZRXk-avbO—)L(BE
AYER) ICBHT 5 —RIFEHRAEE SN TS (FFAIV
%:ﬂ-ﬁ) o )

3.5 Equipment

3.5 &

Equipment should be so designed and arranged as
to protect the contents from external contamination
and should not endanger a product through
contamination from leaking joints/glands, lubricant
drips and the like, or through inappropriate
modifications or adaptations.

RiwlE. ARYMZENERD BRI SRET HRIIZEET
BREIND, F=. HARZEJSUNRR, BRRNETR
EICEDHR FETBNLGRIETFIEEEZELT
EIRICESH T RETIHAEL,

3.5.1 Surfaces and materials in contact with
supplements

351 HTUAUNMIEMT SREARVREMF

All surfaces and materials in contact with
supplements:

HTYAVMIEMT DT RTORERUMBIE, LT
DEBYET S,

. should be inert to the supplements under the
conditions of use and should not yield substances
which might migrate or be absorbed into the
supplements;

(FERAEHICKST-BE Y TVAVMIH L TAREET
HEZE, HTYAVNZBEILI=Y., RIRENT=YT 59
BEREIELRNIE,

. should be microbiologically cleanable, smooth and
non-porous so that particles are not caught in
surface crevices and become difficult to dislodge;

WARMREOEIN B (25 FORFYREN R
BIEVNESIC, MAEWMITEKF T, Ao TERMAE
ATENC &,

. should be visible for inspection or the equipment
should be easily dismantled for inspection, or it
should be demonstrated that routine cleaning
procedures eliminate the possibility of
contamination.

"REDEOICEIZRA. pBNBRSTHH L, T
IEFFEDREFIEICKY . ATEEE D H B FELRES
NBZEMNFBHINTILNSZE,

All surfaces in contact with supplements should be
readily accessible for manual cleaning or, if not
readily accessible, then easily dismantled for manual

HTVAUNIEMT DT R TORES. FIEETOHR
FOBR. BBICFNE FTEE BBICENEH G
BRIFFERICIDIRFD-DICEZICHEEA T RE
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cleaning, or if clean-in-place techniques are used, it
should be demonstrated that the results achieved
without disassembly are the equivalent of those
obtained with disassembly and manual cleaning.

THb. F=F. EEXRFFESALLGNIGEEIE. 2
RLEWTRERBLIERN. 7L TFERTRELE
BREFLWILZARAT S,

All interior surfaces in contact with supplements
should be so arranged that the equipment is
self-emptying or self-draining.

HTYAUMI AT DNEBORMEIT, ZDRBEHAEA
THEZZET. KT DHRIFESND,

Exterior surfaces of equipment not in contact with
supplements should be so arranged to prevent
harbouring of soils, micro-organisms or pests in and
on the equipment, floors, walls and supports.

HT)AUMIEAMLAVRBEOSNEBORE L., RiF.
R EBRUXFEOPFIIREICLIE. MEMFIZE
ERNFETDDEHC KIFREFESND,

There should be detailed written instructions for
cleaning and sanitising. Specified materials,
methods, safety precautions and suitable facilities
should be provided.

}5'52% HEDEOHDEMLTEREXEFET . BHED
BE, A%k REICETZIERERVEULREE
RET %,

3.5.2 Plant and equipment

3.5.2 TIHFRUEER

Plant and equipment should be cleaned and
serviced immediately after use. Any faults should be
recorded.

IHRVERKEERRELICERLMET S, EEL
WAEHEDTHERHET Do

Any missing components such as nuts, springs,
clips, etc. should be reported immediately. All lots
produced since the previous check should be
quarantined until the missing item is found or the lots
have been shown to be clear (e.g. by metal detection
or sieving).

RL. [Th. BHELEDEANMELI-BEIZED
[CHRET D, AIEDERUBEEIN-OVRNITAR
T. KRN RDOMNEM, OVMMIBENGENIEN (&
BEMBEEIEISDNEEEZFST)IEBAEINDET,
fRBtENnd,

Procedures describing the action to be taken for the
control of foreign body contamination should be
formally documented, and personnel should be
actively encouraged to report without delay any
incident of contamination or potential contamination
of the product.

EYILDFRD-OICHMOoNSHEEZREL-FIE
FERXICXELSh BEXFLEOEFEETHID
FHROTREMEEEBREHRET DR OBEBMIZERS
nd.

Plant and equipment should be checked for
cleanliness and integrity before every use and to this
end should be designed with sound, secure,
quick-release systems for inspection and
disassembly.

THERURRBIZSOWT, A EE, FEEE—F
MERBRT D, SO0, BE, RENDBEBRNBHE
RBRRUSEU AT LZRATIHERURBERETT
%o

Appropriate precautions for ventilating fumes from
power driven equipment, heaters etc. should be
taken.

KEFRE—2—0B AL oDHRISHL TEYIA
FEEZENS.

Preventive maintenance should be considered for all
equipment and components. A maintenance
procedure, based upon risk assessment, should be
established covering both preventive and responsive
maintenance. This procedure must be highlighted to
maintenance and machine servicing contractors.

FTARTODEBRUVHEICDODWTEHMEAL TR

E’rﬁn'f';'%) )‘/TT/Z?‘M%[EL 'JZ7u:Fﬁfﬁl go

E.FHMRURLHASTFOROBAETRICE

BT %, COFREFATFUOARVEMIEEFEEE
EITHLTGERALGZ T RIEGESEN,

Regular calibration of all measuring equipment
(weight, volume, temperature, etc.) should be carried
out using suitable standards. Detailed records of the
calibrations should be maintained and routinely
audited to ensure that all calibration is up to date and
that the equipment is working to the required level of
accuracy. Once a piece of equipment has been
calibrated it should only be adjusted by authorised
personnel according to prescribed procedures, with
any adjustments being formally recorded.

FTRTCOFBEE(EE. BRELE) DEHRE (v
YITL—230) (BTG EEFAVTERSIND, BIE

DFHMLRREIRESN. TRTOBRENEHINT
BY BBV ERINIBELANIILTEMELTLNSZE
RIS, EHMNLEEEZ (15, —BHHEE
NRIESNDE ZORDABEIERBIN-BEDH
PATEDFHREEIZH-LTIT, ABEITH-EELE
KIZFEHTRT D,

Cold storage equipment should be fitted with a
temperature-measuring device that indicates the
temperature within the storage compartment. The
temperature should be recorded either manually or

ABRRFHRKEE. REZADEREE R REERA
TWo, mEF—EDRRTFERT, FLEEBH
[CELEkEN D, BRiEITFE - EEAKIBIZEF L5
BICERERITIERATLFEESNI-EHRTE
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automatically at regular intervals and the equipment
should be fitted with an alarm system that gives an
alert if there is a significant change in temperature.

FITRHTAVATLICER A TS,

Procedures should be in place to ensure that all
product produced since the last satisfactory check
can be identified, isolated and retested should the
inspection and testing equipment be found to be
functioning incorrectly.

BB R USRS A I I EEL TLVALN S S5,
LE-58 . BROZREF Iy URRESN T T
PHEITONT, HE. MERUBREN AR THD
CEERIET OO EHENBEHIA TS,

Only potable water should be used as a minimum
standard for all uses in production. Higher standards
(such as de-ionised water) may be required for
certain operations. In locations where a potable
water supply is not standard supply, documentation
should be obtained and retained that confirms the
water used in production is of at least the minimum
standard required.

HEDHLPLAED-HDRIEEFELLT, K
DHMNMERSND BEDEXRICEALT, JUYSELGHR
ERAAVKGE) NRELGDGEENH D BRFIK
DN REM TIIR VI T, "iSITERSND
IKINDIEKELBRSNDRIBEELEIELTNHIEE
AT AXENAF  RESND,

Section 4 418
Personnel and training BERUHHE
4.1 General 4.1 —HR=E1E

Compatible with the size and type of business there
should be sufficient personnel at all levels with the
ability, training, experience and, where necessary,
the professional and technical qualifications,
appropriate to the tasks assigned to them. Their
duties and responsibilities should be clearly
explained and recorded as job descriptions or by
other suitable means. Formally authorised and
documented deputies/delegates should be assigned
to cover the absence of key personnel.

EXORBREBHEICEOLET. HOPHLNILDHEE
N HERBRESVLELS B IHEMRRERERD
BUGEEA., BYSTONSEHBICHLTRESN
2. TNHEHEEMRIT. BB LR ET X ZOMDE
e ETCHEICREE SN, BEShd, TEREB D
FHEERTITOLHOOBIEFEH/NREBEANERITER
ShXEfShb,

4.2 Training

4.28HE

Training should cover not only specific tasks, but
best practice generally, and the importance of, and
factors involved in, personal hygiene. Training
should be given to each new employee upon
employment and then repeated, revised and
enhanced as applicable, with consideration given to
any language or literacy difficulties. Refresher
training should be given particularly in the case of
poor hygiene practices being identified.

PHEIZFEDEFLZ T T — BB TSHT
AAPEANDEHEDEEHEENIZEADDIERIZDL
THERRELTWNS, FHEITHEE D AEIZITH
N, ZO®LEEITIV—OREEEELDD. &
H. BYRSNTzY, BE-BELTERESNIZYT S,
BHHEIXEIC. FRERFALAREINIHEIZTHA
60

In addition to the training of employees involved in
production, quality assurance and quality control,
appropriate training should be given to all those who
have any contact with the manufacturing areas or
activities, such as office, maintenance and cleaning
staff as appropriate.

& RERIARVAEEEICEHOAINKEEOHE
DEMZ, MEREFILFBIEITIHEESLE
(BHEE. AT TURRIYIRVERRIYIRE) I
L CEYEHHEN RSN S,

Persons™ involved in the training of supplement
handlers and in the administration of internal and
external audits should be trained to a nationally
recognised standard where applicable.

BRBREKEOTERVAE -HNBEEDEEICEDS
F(R) X ZETHEE. EOETROONEEIC
BHhETHEER TS,

Training should be planned and recorded for each
individual employee.

THERFREE T LICFIEShEEHINS.

*Persons - in this context allows personnel or
external consultants to be used.

* COXIRTIE. HADREE RSN HILEY
bEZETD

4.3 The training of supplement handlers

4.3 ) A NERE DHHE

Businesses should ensure that supplement handlers
are supervised and instructed and/or trained in
hygiene matters commensurate with their work
activity.

TEF, TR TUANRREL LD EBEDII
U@ GEEER. fERL. RU/EEFIEEZH
BESBES 5.
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Supplement businesses should identify the detailed
measures necessary and relevant to their own
operation. These measures should ensure that all
potential supplement handlers, including supervisors
and managers, have the knowledge necessary for
them to play their part in handling the product
hygienically so that the health of the consumer is
properly safeguarded. What is appropriate in one
business may not necessarily be appropriate in
another.

HTUAVNEEEFTEHOBEICVLENDEET D
HMCEEERET OBRBHERI. oL HEEHD
RENSBEYIRESNDELIC, AREEDHET T
DY TVAVFRERE (EEERVERELZEL) AN
HBOHEMCRYKEVICETEFEDREER-T
ECREGHMBEALTNAILEBET HHEETH
%, HAEXETHEHYLZLOAMDEETIILTLLE
PEFGEDIELN,

For example:

BIZIEUTRESYTHS,

. some businesses have a high turnover of casual
labour making formal training difficult, but making
good instruction and supervision very important;

EREFH B E DBBEOSV—HOEEICENT, IE
HETHE SR A ., BUIGHEERVEEIERIC
EETHD

. the nature and type of supervision necessary will
depend on the number of supplement handlers
within the unit of the business and the nature of their
work.

-HEGEEOMERVEZT. BFARNOEREKE
HEXBOMEICLH>TRED

The supervision and instruction and/or training
needs must relate to the work undertaken by
supplement handlers themselves and those in the
nearby environment and the risks to product safety
presented by their activities. In deciding on the
relative risks presented, businesses should consider:

BB R RWELRIFHEO LB, T AU
D%kEBSRVBBEDEREICIDEREVIZEND
DERICIYRELEHGDZRERYICEEL TG
(FHIFESE, REL-EEYRIERET S LT,
EXERIUTEEET S

a) The nature of the supplements with which the
operators work, for example, supplements in
capsule, tablet, liquid or powder form, each of which
have different concerns.

a) EEEDNEURSIYTVAUEDOME (hTtIL. &
Fl, RAFEMRRKGEDYTIAVM FENREN
[CRLGLEEERESELUREELADHD

b) How operators handle supplements. What
processing or preparation is being undertaken? Are
there risks of which the supplement handler needs to
be aware? What are they, not forgetting
microbiological, chemical or foreign body hazards?
This may include, for example:

b) BREIZKD Y TUAVFDEIRWNA R, ED LS
MIFEEIZEEEITOINEN, T AV NEKE A
DTHELREYRIEH DD, MEY. LFEILEY
[CKBBEEFLRELT, IZRAHIH, ChbD e
[ZIFBIZIELUTOLEDONEENDAREENHS:

. ensuring that staff are aware, when handling
supplements, of the need for high personal hygiene
standards.

HTVAVNERIRIE S A2V INEEREAOE
EREORERZERHLTVDOILEMET B,

. Supplement handlers should, where necessary, be
aware of procedures to keep toxic substances, such
as cleaning materials, separate from ingredients and
products, or of procedures on a production line to
check for and reduce the risk of foreign bodies such
as glass or metal in products.

HTYAVREIRE (X BEICIELT. BB EDFEE
MBEERMBEIHEISBNTRET SFHE
PLHBAIZASAPEELEDEYMNREATIUX
DERBLEBVSELFMELRHLTLEIRETH
60

4.4 Personal hygiene

44 BADBE

Personal cleanliness and clothing: The Codex
General Principles (see Annex V) contain helpful
general advice on these requirements.

BADFRSERE a—TYvHOX—BFEE|(MAIVS
B)ICCOEHICET 5 —HRMARIDTR/NALANE
HIhTb,

Infected supplement handlers: The Codex General
Principles contain helpful general advice on these
requirements (see Annex V).

RELI=0—FRH YAV RRRE O—T v IR —RR
BlICCDEHICET AR RIDTRE/NALADE
B TWb, (MAIVSE)

4.4.1 Basic requirements

441 EXREH

These are as follows:

EXEHREFLUTDEEYTHD,

a) Personnel should keep as clean as is reasonable
all parts of their person, clothing or overclothing
liable to come into contact with the product; must
keep any open cut or abrasion on any exposed part
of their person covered, ideally with a company
issued detectable blue metal strip plaster, which
should be issued, signed out and checked at the end

a) BERR. BRICEALOTVEERDOH LD HEREL.
KREF(IPERE . SEMCEETHRIZRD. &
EABHT HEMLICOVETIXRYENHLEE
(T, BRI RHNERT HREFTRELGEDOED,
ERAN) YT EEAEHRIE TEBORSTIEIELELY,
CNREFEHRICEYXIEENDHLD T, BEDR TR
EDMEITHAHEERIT H1=HIC, REERMNT
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of production to ensure it is still in place. Normal
plasters applied to wounds received outside of the
workplace should ideally be removed and replaced
with company issued plasters. If any plaster is lost
during production this must be reported immediately
to the relevant manager and the procedures for the
control of foreign body contamination must be
followed;

b EXRFN TAFLEGOICERASN-EED
HASXEBRMICTRYNSI ., SEHEOHBITE
RBLANIEGLR, BERITHBIEER KL
BRI ELICRETIERAICHREL. EYICLD
FREOEBEFREICMHDETNIEESREN,

b) Personnel must not spit, smoke, use snuff or chew
gum in any supplement production room or room in
which there is open product. Food and drink must
not be taken into or consumed in production areas;

b) BRI, HTUAVMAEEF-ERANBLHLT
WHERBIZEWNT, DIEXEML EREZRS, REEREZ
E5. FEALEMLCZEFELEIN TS, HER
HADBGELIIRBOFLAA, F(TERITFEL
ENTLVD,

c) Personnel should wear sufficient clean and
washable or disposable overclothing (including
headgear and, where appropriate, neck-covering
and/or beard snood);

c) BAFXT+7ITFRT, HEFRRFLIIELMETD
Thi&fRzERY 5. (IBF. SOITREICIELTHRYIH
N—RWFEEFOFHN—1RE)

d) Persons suffering from, or carriers of, certain
kinds of infection (typhoid, paratyphoid, any other
salmonellae infections, or amoebic or bacillary
dysentery or any staphylococcal infection, which
could include an infected cut) likely to cause
poisoning to the consumer, must not be allowed to
handle the supplement or raw ingredients; personnel
suffering from any such infection must inform the
manufacturer who may be required to inform the
relevant National Authority, depending on the
legislation within the country of manufacture.

d) JHEBICHLTERHZERESELAREEDOSL.
BEDREE (BFF IR INSGF IR, ZOMYIILESR
SERBREEERIETA—N\FFLLITHEERA. £
zIZEOMEELTWAAEEE D H ST F I BRE R
JE) ICBELTWS, FEIRBELTWWSBAIZKSY
TYVAUNEIZEMEORYFENERH TIILESH

W CNODREREEICREL-BAIFEEESICRE
LEn(Eand ., EEE L. 2EEOERICHEL.
BUTEHRBETABRENROONDAREELH D,

4.4.2 Best practice requirements

442 RRTZ9T1REH

In addition to the basic requirements, Best Practice
(adapted to national requirements) may involve:

HERKEBHICMZ . RAMTSHOTAR(EEDEH(ZE
BAEhB) IZIZUTHNEFENSAEEELH S,

a) the provision of safety footwear and suitable
protective overclothing, and the laundering thereof;

a) REMKRVEYLRHER. LXITEDREICET
DRTE

b) the provision of a separate and suitably equipped
changing room;

b) MIILf=. BULRRKERA-EREICEHI HRE

c) pre-employment medical checks or certification so
that no person suffering from or a carrier of any of
the specified kinds of infection is employed as a
supplement handler. Visitors and contractors should
be verbally requested, prior to entering a production
area, to inform the relevant staff member of any
recent iliness that may pose a risk of contamination
to products. Contractors should be asked to read the
hygiene requirement specific to that part of the
operation in which they are working;

c) HEDRFEDEEEFIRAFN YT AL
WMikELELTEASNEGZEDEWES . ERRRED
WrEIIEMDOZIHE, FHERVEEEEL. 8E
RIBEIZABRIC, ZETHRAVIZ BGADFRY
AIDEEEEDHSIRIADEKIZCDOVWTOBETHRET
BEIKRHOEND FFEAEXEIL. B DEEN—FEFE
DEEEHEFOLEFROONDS,

d) the use of a personal medication procedure to
control personal medicines such as decongestant
nasal sprays and those for diabetes or asthma;

d) BADFERKEEETH-ODEANGERE, &
AORTL—REEEE, it(st*ﬁf'r%l,«iuaﬁ,%m@
ATL—1E,

e) the active encouragement of personnel to report
infections and skin lesions, and the encouragement
of supervisory personnel to look out for signs and
symptoms of such conditions;

e) BEICERIERUVRERZMESEI-HDEE
BT RER, - EEBEICINSDREEA D KIEL
ERERRIEL-HDREE,

f) the following of ‘return to work’ procedures after
illness or holidays abroad with emphasis on
diseases contracted during the period abroad,;

f) B CTORKEIEKRBRR (., BN FERICRE
LERRICEREEVT, BISERFREIZRS.

g) the prohibition of the wearing of wrist watches and
jewellery except for plain wedding rings or plain
sleeper earrings (without studs) for pierced ears in
‘open product’ areas. There should be a clear policy

g) TERATBHLTWDIREICH T DBk A ET =X
EMRDERADOEIL, BL, DU TV kEIETERET-
FETARDHDEDR)—18—AX T (REIRD
BV D) ZRR< EFH ANBFERELDEHT
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on the type of jewellery permitted for medical, ethnic
or religious reasons and the controls in place to
reduce the risk of product contamination and ensure
employees’ health and safety;

ROONLEMMOFERICEAL T, F-HRDFRY
RAOERLSE BEDRRELTLEHERT HDICE
Y SEEKRICEAL THELSAHERITAINETH D,

h) where the risk exists, the carrying of loose items
(including mobile phones) in the production areas
should be restricted or prohibited. Outerwear (coats
or overalls) should not have external pockets;

h) VROMNEFEETDIHE. HBUF TS TOEL SR
(BEFEFEZET) DRERBEADFALFIRE L
BitEhd, L& Q—FERIXMEER) NSRRIV
ML &,

i) the removal of protective clothing before break
periods and on leaving the production area;

i) RERFEORIRVEEREENDRIE. HER
#HCE,

j) the keeping of fingernails clean, short and
unvarnished. False fingernails or nail varnish should
not be worn due to the risk of foreign body
contamination;

j) MEFRIZ,BRLE, I2FaT7ZELTLVENIE,
EYICEDFEDIVRID=O . FIFMEIEY=Fa
TELEWlE,

k) the use of procedures for hand washing, ensuring
personnel wash hands before commencing work, on
return to the production area, after toilet and rest
breaks and after handling waste or cleaning.
Antibacterial cream should be applied to hands after
washing in areas of high microbiological sensitivity;

k) FHRVICETHFIRIZHES . FEFRAET. b L&
AR ERUARERERICEEREAROER, BEYZE
FO-BFETBREOBEDFHNERMET 5. M
EYBRZHEOBVRIBTFER &L REY)—
LEFICEBHIL,

) the use of a procedure to control glove issue to
prevent them being a source of foreign body
contamination. Personnel training should include the
understanding that the wearing of gloves does not
reduce the need for adequate hand washing;

) FRNEYICLDFRRELBDHIEEMIET S8
DR FIRIZHES BB DTHEIZIX, FREFAL
THTREFHRVDOLERTBDLGENEERT S
ENEEND,

m) the use of the correct procedures in the event of
breakage of glass or hard plastic lenses in
spectacles (see 3.4).

m) RBEDOHSRFLIFBEITSRAFVIDL Y XHH
BLI-GE., REREICRS. (345H,)

Section 5 £
Product and process development HWERVTOERERH
5.1 General 51 —HREIR

A risk assessment should be conducted from the
earliest stages of product and process development
to eliminate or minimise potential hazards and to aid
the incorporation of effective control parameters into
the product design. A Hazard Analysis Critical
Control Point (HACCP) study is one method that
could be used to perform this risk assessment (see
Annex ).

AR D HAHREERELZYRERICHIAZYT S
=& D OEREHIE/ S A—2— DGR~ D
HAAEXETH-H BRERVTOLRARAFEORD
BOERENSYRHENERSND, BESTEER
EE L (HACCP)REIXRVFHEDREIZFERASN
BDIDDFETHD, (AL S, )

Basic checks should be made when developing a
new product or making changes to an existing
product to ensure that the final product complies with
current legislation regarding safety and legality in the
country of intended market and also that it meets
consumer expectation within the intended
circumstances of use. Testing and inspection
procedures should be developed to enable the
monitoring of relevant parameters and the
application of corrective action should results fall
outside specified limits.

HESOREFFRTOEMDEEDRE, &’
HANREMLEERICET 5. ARTHEOEDRIT
EICEHILTHEY . BRI IERREATHEEDH
FITHATVWALEHMET H-DICERRIRDEE
PRELGD, BRNMFEDRAEOEHEIN G515
B ERRURABRFIRIZ., BES H/354A—2—DE
FREUVIEREDBERAMNFIRELLDEIICHFESN
%o

Continued attention should to be paid to any
changes in legislation to ensure that existing
products maintain compliance in all areas of
production (see 2.3).

BITORGNEEDENFICHWNTIAVTSATUR
FHBELTWAIEERET 516 ZEORIEICHL
THFEMISEEFLS, (2.38H1,)

The following sections provide a guide to the
necessary checks that need to be made when
developing a new product. These sections include
requirements at the product development stage
which do not necessarily fall directly under Good

UTDIRTIE, HEGMARRICREADELRRIC
By eh rzE&HEL TS, CNOoDEBEF®TLY
TIRRZaT7IF v - TZ39T14A(GMP)ITE
EZALGVRGHAERETOERLEATLS L
AL, HRFAFRRENEEICEHRINGENMGE, Ty
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Manufacturing Practice (GMP). However, if the
product development stage is not carried out
correctly then even the best GMP may not produce a
product that can be legally sold in the country of
intended market. These checks are therefore
extremely important to the quality of the final
product.

ReRZad70F x5 - TS5OT4ADRREDEDT
HoTH, ARG O ETEMICIRTE TR H mE &
ECERELAEEENH D, TDT=H. CNOEDRE
EIRBEATOREICESTERICEETHD,

The documentation that arises as part of the product
development stage is an integral part of the GMP
that follows as, for example, it can act as the
standard for acceptance of raw materials, final
product checks etc.

BLORAREBRBO—IRELTRETINEIIL. &F
DTIRR=ZaT7IF X - TSOTARADFAR
H—E8THD. Chld, HIZIETSLEXENEHMED
SZPANPERUGORBEOREELLDLAEEENDHDT-
HTHb,

5.2 Check legality of ingredients for all intended
markets

5.2 IRTORMEMIGICHITHRD DEEMEHER

. compliance with any compositional legislation;

BB ICBT HRH D ESE

. all additives permitted and below maximum levels;

RAEN T, BALNLEBAGORIIT AT

. official approval obtained for new/novel ingredients
as necessary to comply with national rules that
govern such ingredients;

CRE(RER. BBIERFERIGE) (OLWTRESNT:
w=ALANIL

. all components of compounded ingredients
permitted,;

CEFRISNIE A RS DER S

. ingredients prohibited in the country of intended
market not present;

HEHBEOETEILESNIEATHAA>TNRNZE

. composition does not infringe patents;

EENMFTERELTLVELCE

. irradiated status.

BRI

5.3 Check safety of ingredients

5.3 MO DREMHER

. raw materials and final product meet
microbiological criteria as applicable to ensure
product safety and compliance with national rules;

‘HEOREMZEHERL, EEOERBICHERCENT
5= BEICHL T, R HRUVRERE GBI HMEY
FHEEEZHB-LTNDIL

. formula considered for potential chemical
interactions;

EERNTIEEHREEEREZEELRS

. micronutrient levels (e.g. zinc, vitamin A) are within
accepted safety levels and are appropriate for the
target population;

THMERBROLANIL(FER.EFSVALE) AL LH
DEFBLARNILAIZHY . HEEFICHLTEYTHSHZ
&

. ingredients and final product comply with legislation
on contaminants;

A RUREREZAFRICEAT HIRITEICERLT
Wace

. where applicable, safety checks have been carried
out on individual and combinations of herbs;

‘BETEHEE. ANBITREON—TIIHTEHR
ERBRERELTLDE

. potential allergen sources identified/substituted.

FEENMASN T LIILF—%5|ER I e
DHLHIME

5.4 Check stability of formula

54 BEEDREMHER

Products must meet the label claim throughout the
period of declared shelf life and must meet the
expectations of the consumer. Therefore, the person
responsible for putting the supplement on the market
has to determine the length of time during which the
product, after being packed for sale, will comply with
its label claims.

AR HEIN-RERBEHRETINILOBRART
ISEAELTUWVETNIERST  hDEEEDEFICIS
ZIEFNIELESEN, ZFOE=HHTUAURRTE (.
SEMNRFTAICBEIN-®R. SRNILOBARTRISE
BT HHMERETIEHEES,

The determination of this date is based on the date
of production and takes into account data from:

BOREIIHEAFREEICL. UTOT—E2EFEE
IZANS,

. stability studies on the actual product, either from
real time testing or accelerated testing as
determined most appropriate to the particular
product by the manufacturer;

CHERENREOHAICRBEEHIMLIZYTILEA L
HEBRFLIIMBABRONTIAICED, EEORZD
TEMRE.

. use of previous data from other stability studies
made on similar products, where appropriate;

‘BT HEE. BURERITOVNTEESN-Z D1t
DEREUBRENODBEDT—FDHEH,

. extrapolation of results from relevant bibliographic
data.

-BET HXEMT —2H L DIME
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In particular, it is recommended that the following
factors are checked in normal conditions of storage:

BIC. BEORFREBICEVTUTOEREZRIET S
SEAEREND,

a) organoleptic properties (taste, smell,
presentation/appearance, colour) and notably:

a) BERRFM K. B\ REBSMRRUE), #IC

. colour and flavour stability.

-BRUVEAKDREM

b) chemico-physical and microbiological properties,
and notably:

b) MEBILFERUMAEMEE, K,

. that the final product does not permit
microbiological growth;

REERBICEVTHEDDBENATARETHI L

. fat stability (oxidation/rancidity in fish or vegetable
oils);

CHEEREM (RHEITEYHORBIL/ER)

. physical changes on storage (appearance,
hardness);

-REFOYEMEL SR, ES)

. there are no interactions between ingredients (to
confirm prior theoretical checks);

‘A EOREERAMN LGN E(FBRIOER L DORERE
REEAY 57=8)

. claimed levels of ingredients are maintained
throughout the shelf life;

-ERFHRICBVTRESNDIB S DORTLAIL

. the stability in use of the product i.e. the stability of
the product after opening the pack and during the
expected consumption period.

ERAPORBORENL (TROL/ v r—UEREL
T FESNDHEEHARAOELDREN)

These checks allow the manufacturer to ensure that
the expiration (Best Before End) date is valid for
declared ingredients.

oD RRICEY, WEBEFEIRTESICEALTH
RE(ERHAR~R) VAN THAH_LEHERET DL
AEREIZA .

5.5 Check legality of labelling

5.5 RTDEEMHER

. mandatory information included is in compliance
with relevant legislation

REESN AR AIRRIL. BEY HERICENT D

. genetically modified (GMO) ingredients:

SEEFHEEZ (GMO) R,

a) includes all ingredients produced from genetic
modification;

a) BEFHBAICIVEESNEIRTORMES
T

b) GMO source is approved for use in country of
intended market;

b) HEMIHEDE TCMORHDFEAAZEDHLNTL
)

c) labelling is in compliance with legislation:

c) RERMEZIZEHMLTLND

. compositional statements (e.g. where applicable,
laxative statement, indication of sweeteners) are in
compliance with legislation and in the appropriate
position;

"RART(ZRETHEE. THES ORE. HIRHD
RRGE)WNEROHEICERL, BYGMECEEHS
ncTnd

. all potential allergenic sources are identified in the
ingredients list in accordance with legislation;

BERGTLULE—FRMELST AN TOREITHND
BRAVASETHESA TS

. appropriate warnings are made for micronutrient
levels (e.g. iron, vitamin A) where required
nationally;

ZFOEICEVWTERSINDBAE. MEXRBHLAIL
(8% . E43IVA BE) I ODWTEYLEL40E TS

. all components of compounded ingredients are
listed if required by legislation;

CEETROLNDGE  REMSTDEERNINES
ncTud

. the indication of the quantity of ingredients is in
compliance with legislation;

"RAEMNERITHVORTSNTINS

. any products that have been legally irradiated or
contain legally irradiated components, should be
labelled appropriately in accordance with legislation;

BEMICRS SN FRERBRRSEEALERA
(T ERBICHEVBEYICR TSN TND

. information is in the language(s) required by the
intended market;

EBAR RIS TROLNEGEFETRTISINATLD

. all other legal requirements for product labelling are
met for the country of intended market.

HEMSEOEICHEITE. RAERTICEHTZ0MD
ERER T RTITERLTLS

5.6 Check legality of claims

5.6 BERRARTOEEMHER

. check legality of intended claims under applicable
law ensuring they do not contravene current
legislation;

SEREICE D HREGHRFEARTORENE
HERL. BITEICERLTOWVEWNWIEEZRET .

. where nutritional information is required by the
intended market, energy (calorie) calculations are in

HEMBICEYRBFBRARDONSZE ., TRILE
— (Y —) EHAEZEICERL TS,
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compliance with legislation;

. vitamin and mineral calculations are in compliance
with legislation;

‘EFIVRUIARIIILOEHAERICERL TS,

. active components are correctly calculated, taking
into account moisture, assay, levels etc.;

SEMRS A, DE.
EESIhTWS,

DHLANIVEZBRICAN, EREIC

. dose of product in relation to intended claims is
supported by scientific evidence;

ERYARERTICEHIIRGORAET. BFH
IBEHLIZR A TN TS,

. minimum levels for claims can be met at end of
declared shelf life and can be met at lower end of
raw material specification ranges;

HRARTORIEKEDS, RSN -RERFHARE
T, EMHEOREREED TRAICHFFRIEETH S,

. claims are not misleading and can be substantiated
by generally accepted scientific evidence.

BRI RMBEBIOTEGL, —RIZE
LN TSR FHIBRMIZKYIIEERIRETH D,

(FAN

5.7 Check protection/appropriateness and legality of

5.7 BEDREBUMERVEEMDHEE (6.50F

packaging (also see 6.5) ")
. packaging should be appropriate for the product ‘R BOBEL., SER/EFRN\)TICKLE UG E
with light/moisture/oxygen barriers; T1T2,

. product contact surfaces of packaging should be in
compliance with legislation;

‘R RETEDOEMEICOVNTIE, ERICERT S,

. packaging recoverability (e.g. recycling) should be
in compliance with legislation;

-BEOETARME (VS AIIILEE) ITDNTIE, &
[SHEHT D,

. check compliance with all relevant legislation for all
packaging materials;

TRTOEERMICET I ERDETEHERETH
&

. select appropriate packaging that will maintain
stability of the product throughout shelf life;

-mERFHRIFTRAOREMREHFI IENLGE
FEEERT DL

. packaging should not be misleading i.e. pack size
should not be excessively larger than the contents
volume;

AR EFEGEDTHOTIEASEL, (Bl /3vD
DHAZXNABTEIYBEICKRENLDTHOTIEHDS
0N, )

. packaging should conform to minimum safety and
hygienic standards for the packed product and
consumer,

-BEN. BERRRVHEEDODOREMHIUIZ
HEDREEETESLTLS,

. statutory label information is legible, intelligible and
in the appropriate position according to legislation.

SEEDRTIERM IR
FEWLBYGEECH D,

BETHEAELLI L ERIC

5.8 Confirm by appropriate verification procedures
that it can be made safely and consistently

5.8 BEYIGIREIFHEICLY, Hamsnxenr>—EL
TEIERIRETHAHETHR T DL

. take into consideration tolerances on raw material
specifications and the ability to meet claims at
extremes of specification ranges;

(A BOBEICET I BTEL. HIBEEOMIET
BMIARTEETTEDLEERTHIL,

. check homogeneity can be achieved by the mixing
process;

CREDTOCATH—MEHRTELILEERTS
L&

. where appropriate, perform trials on production lot
sizes to check de-mixing during in-process handling
and packing;

CAREARIS S MERRRONEBRURTATDORER
B (de-mixing) #RE T 51, EEOYM A X DR
BEEERTHIL,

. ensure raw materials and product are protected
from effects of moisture/oxygen/light during storage
and manufacturing processes;

-RERVEETOERIZEVT, RMHRUEZH
LERRIF(CEDFZENCRESNTNDIEEHER
ERA T

. check tolerances on finished product specifications
and the ability to meet claims at extremes of
specification ranges;

SERGROBRBICETIHBRELS, RIBEEDWEIFET
gﬁ;ﬁiﬁ‘& ngfb\éutiz_ﬁﬁmcﬁ-é;&

. check integrity of pack seals/barriers to ensure
packaging consistently seals.

CBEN—BELTEHINTNAIEFRILT A0
INVID— LN T HSERITIREE 'C&%mc‘:&ﬁ@.m
3B,

Section 6 5618
Manufacture fE
6.1 General 6.1 —f%=EI1g

The operations and processes used in manufacture
should, with the premises, equipment, materials,
personnel and services provided, be capable of

HEICAVLONAEERVTOERIL, MR, HiE. #
HLUBEA. RSN DH—ERERIT RRITESL.
FHRFEEFEDQETALEYCRESNI-ERRE—
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consistently yielding finished products which
conform to their specifications and are suitably
protected against contamination or deterioration.
Defined and documented manufacturing procedures,
including associated activities and precautions, are
necessary to ensure that all concerned understand
what has to be done, how it is to be done, who is
responsible, and to avoid mistakes which could
affect product safety and quality. Such procedures
should be provided in the Master Manufacturing
Instructions for each product. All personnel
responsible for decision making or authorisation at
any stage during the process should be formally
defined.

BLTEHIBRENER D, HETHEHRVIES
HZET ., ERESNXELSN-EEFIEE L. BF
BEEMIZEDISICTRED, BEEFILHENEE
BLTVWAILE F-. BRDREURVEICEEEZS
ZBAREEDHHIRZERIE T HEEMET H1=HIC
DETHH, DLEFHREFEHMOBERRER
KICEEHIND REREOEBREFTEKEICE
FEESBAERICHRESINS,

6.2 Verification of production processes

6.2 METOLRDIREE

Before the introduction of Master Manufacturing
Instructions for a product, trials should be carried out
to establish whether the formulation, methods and
procedures specified therein are suitable for factory
production, and are capable of consistently yielding
products within the Finished Product Specification. If
necessary, amendments and further trials should be
made until these conditions are satisfied.

HACHIIREERERADEARIC, EOHTH
EENBEES . AERUVFIENTHEEITELTLS
M. ERGEDBREDEFRADHRZEZ—ELTEET D
BENDHEMNERAT H-OICHRERET 5, B E
RIGE . CNoDEENE-ENSETEBES (LB
MEHERARESN D,

Similar evaluation should be carried out in
connection with any significant proposed change of
raw material, plant or method.

FEMH, BOELEHRICERGEENMRESNDS
ERELEI2ER Ay (R

Similar evaluation should be carried out periodically,
to check that the Master Manufacturing Instructions
are being followed, that they still represent an
effective and acceptable way of achieving the
specified product and that they are still capable of
consistently doing so.

HEEHERANTFON TSI L ERENSHE
BEDHRRBELEAHT-ODMRMNDOREATREL
FETHAHE, TNoZE—BELTEAHTREANSE
BHHLEMHRT H1=0. RHROFENEHRIZE
EEhd.

Tests should be conducted in accordance with
previously defined specifications and procedures
and a record made of the results. The necessity,
extent and degree of the work will depend on the
nature and complexity of the product and process as
determined by the manufacturer.

BRERFEFICERSN-FHREL, BREEITERS
NIRRICEDEREIND FRODEM. SRR
VREER EXE’RET MRV TOELROM%
BRUEHMEIZE DL,

6.3 Documentation

6.3 X&E1t

Production staff should follow defined and
authorised procedures for each stage of each
manufacturing process, i.e. the manufacture of a
product should proceed in accordance with the
Master Formula and Method, and/or with the Master
Manufacturing Instruction for each product and
related Standard Operating Procedures. The details
of the operation should be recorded on the Lot
Manufacturing Record, or Lot Packaging Record.

BLERAYIE, BRETOCRDEEIEICERSN
ARBINE=FIRIZHES, Tah5, HAaDOEEL, FH
MmOEBIREE REFIRERV/FERFBEERE
REAL VI ES HREEEFIRE SR EDLN
5. EXDFEMIEOY LR EF XAV BT
[CRCERSN D,

Any deviation from defined procedures must only be
by prior agreement, and must be recorded and
agreed by the person responsible for quality control,
or their assigned deputies.

EESN=FIEOHNFEIEE, ZROEEICEDLD
DHATRHITNEESEN, -, AEERERE. F1-
(FIEERBAMNTEL. AELETNIEESE,

Before any manufacturing operation begins, steps
should be taken to ensure that the work area and
equipment are clean and free from any starting
material, packaging material, products,
product-residues or documents not required for the
current operation.

BEFEDORBANIC. FERBRUVERFENERT. H
HEH. OEFEM. BN 2R0OKBYFELFRED
FEEITBDEDBWNWXENGWEEHERTH-ODHE
BxE5,

At all times during processing, all materials, bulk

MIMRFEC. FRCOEME. LIV TF . EH
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containers and major items of equipment used
should be labelled or otherwise identified with an
indication of the product or material being
processed, its strength (where applicable) and lot
number. Where applicable, this identification should
also indicate the stage of manufacture and status.

SNDRBOEERICTINILERMNT B, SEEITH
FERFLIEIMIFOMHE. BEGET 58 RU
OYrBEEE2RTITHETRI—MEHERT S, 4TI

FHHE. COR—MHERICSOVTELE R RTIRR
HRTT D,

Operating instructions for production operators
should be written in clear, unambiguous,
instructional form and should form a key part of
operator training. Due regard should be given to
reading or language difficulties of some operators.
Supervisors should confirm by observing and
questioning the operator that the instructions, and
significance of the instructions, are fully understood.

HWEEREBICH I AEXRIETREIL. iR, BEICET
BATEM. EXZEREOEITERRERET 5, —
HOEEEOHFHEEIIEZOBEIZOLNTHRIC
BEEY 5. BB FEBEZERALEMTHILT.

BREOABRRVEERAZLICEBINTLNDILE
RIS,

Particular attention should be paid to problems that
may arise in the event of stoppages, breakdowns or
other unexpected events that may alter the planned
flow of production, and written instructions should be
provided for action to be taken.

BESN-RETN—EEFIHAREDHIFER(S
4/0)f1h HEFETZOMDFRDEELE)D
BRICRE T RN HHMEICKHL T, FRlER
ZHO RAREFHEICODVWTHEREEZERT 5,

6.4 Raw materials/ingredients

6.4 IR ¥/

Each raw material/ingredient should have and
comply with its specification.

FEERMM/ES SRR EFE. TNISEET S,

Each delivery lot should be given a reference code to
identify it in storage and processing, and the
documentation should be such that, if necessary,
any lot of finished product can be correlated with the
deliveries of the respective raw materials used in its
manufacture and with the corresponding laboratory
records. Deliveries should be stored and marked in
such a way that their identities do not become lost.

FEEOVMIEREPRPMIREH#RT H=HD

SRR fSh. REGIGE . ERGEOOYMIE

EICEASNIEREMHOEEE. HISTHHEFRD

RREEEMTEHIENTEDLOINE SIS, BiiE

(LB RN RLGVESICRESH., IZEMToN
60

Any pallets or deliveries should be cleaned if
necessary before entering the warehouse.

BEIZISCT, BEANOIRARIZ, /ALy (FERE)F
T:liﬁﬂ%ﬂ:&%#%?’éo

Upon receipt, raw materials should be quarantined
until inspected. Release can either be based on
Certificates of Analyses provided by the supplier, or
sampled and tested in accordance with agreed
specifications, and released for use only on authority
of Quality Control. Release should not be based
upon supplier Certificates of Analyses until
confirmation of the reliability of the supplier’s test
results has been obtained (see Annex V).

ZHELEEMBERESNSGETRMEIND. EHETF
_Il:t HaXFICLVIRMEN DA, F-E3E
ESh=REIC E&L'C*j'zj")‘/’j’éhﬁﬁéhf:ﬁ
WA VTN MZEDUGEDHABETHY. &
EEENEKBEL-EEICOAERANROHLND, 1,\#‘
FEORERROEEMNHERSNLGET, HiGEE
[CRDDHTEERAZEICERNED LN EERLY,
(MEIVSE,)

Particular care should be taken where a delivery of
containers appears from markings to include more
than one lot of the supplier’s production, or where
the delivery is of containers re-packed by a merchant
or broker from a bulk supply. Where appropriate,
immediate checks should be carried out for
off-flavours, off-odours or taints, and testing should
include test of identity, i.e. establishing that the
substance is what it is purported to be. For
multi-container deliveries, where it is impracticable to
check the identity of the contents of every container
on arrival, operators should be trained and
encouraged to report immediately anything unusual
about the contents when a fresh container is brought
into use.

FIENAMS, OV TFHOEEN 1OV EDHBESZD
HREzEULRONDIGE . FIEBEYH. TEF:
[FTa—h—h L OB HASEOEL-OVTFHTH
A FINEFEELS W ELRSE . BER.ERE

FIEBENIZHLTELICREEFT REICIXR—1%

HEBR(Thhbb, FORSINERLI-ESYDEDTH

BHEVLSFIERR) AN EEND EBDILTFHIZKDEET
(X, BIBEBCZIAVTTOREDRE—1EZHRETID

[FREMTIEEOR, ARL—E2—([FF-HarTF+H
FRADEHIZEEINTEGE. P EICEELAHDNIE
BEbLICHRETHEIFESNERSND,

Operators should keep records of the suppliers of
every lot of ingredient received, as part of the
traceability system. Records must be kept available

EFRERIZMLEEMHOESOVMIDNWTHIEESE
DEEHFZEREFT S, LRI ZTOEDEETROLOND
M. EEETORERICHARRETRTAIEELR
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for inspection by the competent authorities for the
period required by national legislation.

AN

Temporarily quarantined material should be located
and/or marked in such a way as to avoid risk of its
being accidentally used. Material found to require
pre-treatment before being acceptable for use
should be suitably marked and remain quarantined
until pre-treatment. Material found totally unfit for use
should be suitably marked and physically
segregated pending appropriate disposal.

— MRS ML RASNDURIEER TS
FOCEESHh. RWELIFHNERF TN, FERDT
BDIZZITANGNSENERTLENRETHDHEHIA
LM, BEICEZE M Foh, ERTlEE TS
RN d, TLITHEAICEIGO IS -3
(FBENENZAT o, BEILDSNDETOME. ¥
BrchRitshnd,

In the case of a bulk delivery by tanker, preliminary
quality assessment should be made before
discharge into storage is permitted, and systems
should be in place so that the material can be traced
to a certified source.

BON—IZKBNIVIEBEDIGE . BEADFEILA
FFRISNBRIIC, BRTO MEFMAERSINDS, F1=.
ZTOMPERIASN-EBRETEMRTELLS5UTHIESE
%iéo

All raw materials should be stored under hygienic
conditions, and in specific conditions (e.g. of
temperature, relative humidity) appropriate to their
respective requirements as indicated in their
specifications, and with due regard to any legislation
relating to the control of hazardous substances.

FEM LT AT FEMGRRICEVT, AEE TR
TENEEMNOEHICELEHEDNEE CRE. 18
SREGRE) ICEDE, BIRMEDEEICEET 2H5
WHERITTREERZEHH>TRESND,

Stocks of raw materials in store should be inspected
regularly and sampled/tested where appropriate, to
ensure that they remain in acceptable condition.

RESNDIEMHDEEL. ZARRTIRETHSC
EEREAET A0, EFMICRIRSN, BEITIECTY
VTV TIBESNS,

In issuing raw materials from store for production
use, correct stock rotation should normally be
observed, unless otherwise authorised or specified
by Quality Control.

EMHENEERICREFALGHSNGES. REEE
ENFICHOAE - REZLTOGRORY, BEIXIEL
WEEREAFOND,

Authorised procedures and documentation should
be established and followed for the issue of raw
materials from store, (for example, Standard
Operating Procedures).

REFHLEHRINEZEMHOMBEICOVNTIX, KR
SNEFIERVXE BEEEFIBELRE)ZHTEL.
TNIZHES,

When a raw material has been issued but not used
as planned (e.g. because of a plant stoppage)
Quality Control should advise as to its disposition.

EMEARBSNE-LODOHEBYIZERSN TG
WMEE(TBOIREELAEDEYD). HEEEEILF
DUAIZDNTBIEZEITS,

Depending on the product being manufactured, the
ingredients involved and the nature of the process
and equipment, the dispensing of the required
quantities of ingredients could take various forms,
including manual dispensing by weight or volume, or
continuous metering by volume; the form(s) actually
taken should be stated within the Master
Manufacturing Instructions. In each case, the
weighing and/or measuring equipment should have
the capacity, accuracy and precision appropriate to
the purpose, and the accuracy must be regularly
checked and documented (see also 3.5).

HEINDER. BET IR RUTOEREEED
MEIZKY. KD DOV EEDEESIE. ESICLE5FE
ETOEEFIIMGEMLEBTORELRE LK

SREECDHAREML H D, ERICIoNSHET. HiE
BRZERKIZEHIND, WVThOFEE. HERY
F-FEHBIHESS X B MICE A LI-RENERBEEAL.
ZTOREIITEHMICREINGETNIELESAL, (3.5
S8R,)

Where lot quantities of an ingredient have to be
dispensed manually into containers in advance, this
should be done in a segregated area. Where manual
pre-dispensing of relatively small and accurate
quantities (for example, of micronutrients or
additives) is required, this should be done by, or
under direct supervision of, suitably trained staff. All
weighings should be checked by a second operator
or by use of a validated computerised weighing
control system.

HAIRSDOVDERENERIIZFEETIVTS
[CERESNGTNIEFELANMES. RERETIThNh
B, LBRMDENDEHGEEZFRTERICRET
BTENKROLNDIEHE BIZEHMEREROHRNY
BE)  BURINEERZ A2V TERESND
M FERFETOEROER T TERIND, TTD
STEEADOEREICKY ., FEHEHEIVE1—5—
FHAEEIATLERANWTHERSND,

Records should be kept to enable the quantities of
materials issued to be checked against the quantity

REFMOLHIGSNI-MHMOEE, BiESh-EH GO
YEDEFFHEBETEDRIIRBEERIFIT S,
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or number of lots of product manufactured.

Where an operator controls the addition of lot
quantities of one or more ingredients to a lot, the
addition of each ingredient to a lot should be
recorded at the time on a Lot Manufacturing Record,
to minimise risk of accidental omission or double
addition.

FEEENOYRADIFEELU LR DENEZEEY
5BE. RO TERLEZVEBLTGEMT B RIER
INRIZT B1=012, Ay~ EBIMESNEHE S FENE
N BEMEFICOybELERRERICE RSN S,

The final yield, and any significant intermediate yield,
of each production lot should be recorded and
checked against the expected yield within defined
limits. In the event of a significant variation, steps
must be taken to prevent release or further
processing of the lot (or of any other lots, or products
processed concurrently, with which it may have
become admixed) until an adequate explanation can
be found which permits release or further
processing.

BEEOVMIBTARRESDOEEELEEL
HEDEEELRESIN. TEDHBRND FELEE
ELBEIND, EXLGEENHOIBHE. BTFEE
MIDBERZERDHDTHEIREAIF Bhéif~ B
DOvk(FRIEZFOMmDOOVRLILIZEES TSR HEME
DH->1-. AFICIMI SN T =R O BErE=IEm
TIOBREHC=OHOBEENBONEITNILESA
Ly,

6.5 Packaging and labelling materials

6.5 BERMBRUSINILEM

Each packaging material should have and comply
with its specification (including any legal
requirements), which should be such as to ensure
that:

EARRMIILUT THAOCEERIT DR CEME
HESO)EAL. TNITEHL TS,

. the packaging is in compliance with the
requirements of any relevant legislation on
packaging and packaging waste;

-EEN, AERUVAEREYICETOEROEHIC
EWLTDIE,

. the packaging provides adequate protection to
ensure the chemical and physical stability of the
product during the declared shelf life under stated
conditions of storage and use;

CBEMN BHSN-RERVERAEHT. RO
BERFHRFCHAOYBELLENLREEHRT
BEHITTHRLGREERELTNDIE,

. in the instance of packaging coming into immediate
contact with the product, there is no significant
adverse interaction between product and packaging
material, and that the packaging material complies
with any relevant legislation governing product
contact surfaces;

ENRRLEREMTIES. RALAERMOD
F'Eﬁl EXGHECHEERIGK, BERMAHAD
EMEIOVWTRELLERBICERLTVSIE,

. where the packaged product undergoes
subsequent treatment, whether by the manufacturer
or consumer, the packaging adequately stands up to
the processing conditions and no adverse
packaging/product interaction occurs;

%L%%itfi}ﬁﬁﬁ'@b\fﬂ’bl:&%)%wb\(ifﬁ%
B BEMGICENMNSUEANZIONDIGE ., A%
MIEHITHRITHASEDT, B /%nnﬁﬁ@ﬁifd
HEERL/RELLZIN S,

. the finished pack has ample space to carry the
statutory and other specified information in the
required form and location (see also 5.5).

SERARD NV IBEERVEDMDRFEDHERE.
BERSN=-BATERSNIBRRICRTT 510D+
RNEAR—RZHLTWNSI L, (5.588,)

Where packaging material carries information
required by law (e.g. labels, printed packages,
lithographed cans), Quality Control should ensure
that the specification is updated as required to
comply with new legal provisions, and that stocks of
packaging materials that no longer comply are
quarantined for modification (if possible and desired)
or destruction.

BERRMNERICIYRDONDIFEHRERTLTND

BE (SR, HREN =/ r—2 NI STHIRIE

N=ERE) . REEEEL, REAFHGEREIC

FEIS BHIZ BEICELEFSN TSI L BEE
Lo -BERMDEEN (RIRETHYRHLND
BE)RRFLEERD-ORBESN TINDEERAL
EEE

When a new pack or label design is introduced for a
product the obsolete packaging or labels should be
destroyed and this disposal recorded.

BRICHLTHELGEEFEINULOTHF(02E
ATHEE. AVAEFLEINVETEESN, COE
E e Y (O

Each label should contain a code or similar means of
identification which will cross-reference it to the
formulation to ensure that changes in formulation are
reflected in the label copy.

BIRNLIE. BEDEENEEIISNILIZRMENS
N GRIEEREFHESBIE 20— FEILE
BROBEAREERTT S,

Each delivery or lot of packaging should be given a

FREFLFTEOVMNIFRERVMIFEHRT
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reference code to identify it in storage and
processing, and the documentation should be such
that, if necessary, any lot of finished product can be
correlated with the deliveries of the respective
packaging materials used in its manufacture and
with the corresponding quality inspection records.
Deliveries should be stored and marked in such a
way that their identities do not become lost.

BI=bDSREI—FAMTESI, BREGIBE, THA&DD
YA HBITEASNAIEEERMOEEE, 5T D
MERERREAEMTEIENTELLIIIXELS
N5, BERTHNBESHBERLEVESIICRESN,
HzftiTonsd,

Packaging materials should be assigned a shelf life
where appropriate.

BEREMICEDECHLTRERFHBEABY LTS
nd,

Deliveries of packaging material should be
quarantined upon receipt and released for use only
when the necessary quality assessment has been
made. Operators should be trained and encouraged
to report immediately anything unusual about the
appearance, odour or behaviour of packaging
materials issued.

EESh-aERmM EZRERREHRIN . LEGCRER
AENTETLESSIZOA, ERANROLND FXE
IS -BERMONE. B HEITUELH
NITELICHRET SLIIESNERSN D,

Temporarily quarantined packaging material should
be located and/or marked in such a way as to avoid
risk of its being accidentally used before release.
Material found totally unfit for use in packaging
operations should be suitably marked and physically
segregated pending appropriate disposal.

— R ICfmBt S =B ERM L, EALSRHON DT
[VBRASNBIRIZRITHLIICERESN ., RU/E

IFMZER oS, T2 CBEEXTORAISES
BOEHIBRLE=RMEETCENZ (Foh B2

DESNDETOR. HEMIZIREHIND.

All packaging materials should be stored in hygienic
conditions, and as indicated in their respective
specifications.

BERMEIT AT, FEMNRBIRRICENT, BRI DR
BETHESNZEBYICRESNS,

Stocks of packaging materials in store should be
inspected regularly to ensure that they remain in
acceptable condition.

RESNDIBERMOEEIL. RANAREDIKETH
BHIEERT 5= EHIMIZRESND,

In issuing packaging material from store for
production use, stock rotation should normally be
observed, unless otherwise authorised or specified
by Quality Control.

AEEMIPEERICZRETIOHEINDIEE. &
BEEIFICHORZE -HEXLTUOEWEY, BFEX
HEERENTOND,

Authorised procedures and documentation should
be established and followed for the issue of
packaging materials from store, and for the return of
part-used lots of packaging to store. The returns
procedure should consider the need to re-seal part
used boxes of packaging to prevent foreign body
contamination.

REFMOHAESN-BERM OREER S —ABER
FHOEEOVEDREMADBMITDONTIE, &R
SNEFIERVUXEEREL. TNIZRES, BamFHiE

TIE EYITRDBREHST=OIZ, —8BEREFEAD
BEOVIDFEBEHITILEMREERT S

All printed packaging components should be issued
from and returned to a secure area with controlled
personnel access

TARTOMRISN-BERM TREREN G, &
men, BEDOHAVIEESND,

There should be a procedure for the reconciliation of
all printed packaging component stock from quantity
issued, quantity used, wastage and that returned to
store.

HitE. FHRE. RELSRUREFT~NDERERZED,
'9'“(0)1% SNHBEERMICEATIHAEFHEEE
E-g_éo

6.6 Processing and packaging

6.6 MIKRVEE

Where a company manufactures more than one
product or more than one version of a product, and
there is more than one production line, production
layout should be such that confusion is avoided.

EEMBEHLULORR, F-EHHHRD1FERELL
EDN=Da e BEL EESAUNERDHHEE
EELAT7INMIREZETHEIITT D,

Whether in single-line or multiple-line production
particular care should be taken, in terms of
production layout and practices, to avoid
cross-contamination of one product by another.

B—S40 BHSAVICEHLT HEMroHE~AD
“RBRERTHOICEESIVRUEBDRT
BADEIENVBETHD,

Multiple packaging lines should have adequate
segregation in order to avoid cross-contamination.

ZRBRERTDHI=D
IREEEED,

L. BRDBES((E+27

On a production line, the name and appropriate

AESAVTE. MIG/EEFORGDABISEYE
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reference to the product being processed/packaged
should be clearly displayed.

SREF-EYETRT,

Where a company manufactures more than one
product, or more than one version of a single
product, the greatest care should be taken to check
that the correct packaging is issued for the product to
be manufactured, and that no incorrect packaging
materials, left over from a previous production run of
a different product or a different version, are left in
the production area where they might accidentally be
used. In no circumstances should primary product
packaging be used for other than its intended
purpose.

EEMBELULORR ., F-(EHIHADI1FELEL
EDON=Da 28 ETEHHE HEFEDHR I
LTELLWEENEYETOEA G E, M D, [EEoT
BERMO. FIOREREFRNN—DaoORET
AEZDEYN, BROoTHEASNLARERDHHIRIER
i—j' §§9TL\EL\;&EEEWT%>T_&5~ 3_7(0311,.;.‘75‘,%\
BETHAH, WHEDIKRIZEWLWTH, BRmO—RAEHN
AEDRARLUSNTERASNDSZ L,

Where packaging is reference-coded and
date-marked for use, care should be taken to ensure
that only material carrying the correct reference and
date codes are used. Surplus material left from
earlier production and bearing an invalid reference or
date should not be left in the production area. Where
the reference and/or date is applied during the
manufacturing operation, care should be taken to
check and ensure that the marking machine is set for
the correct reference and date.

BEIZSBI—FRUFERBEDOBHRTMAFINAT
W3i54. EELGSEBI—RKRUVBFI—FERTRLE
EMOHDMERSINTNDIEEZRIITH=-DITTEE
NILETHD, BIDEEIESINT-. BWESEI—
REIFBfa—FN G -EMH, BERECES
NTWTIEESEL, SBO—FRW/EEIZBHa—F
MELEEZEFIC ﬁﬁéhéiﬁA EELGSEI—NR
UBMI—FENFTE5LIIZINENEREINTILNS
CEEHERLBETA-OISTENLETHS,

Before production begins, checks should be carried
out to ensure that the production area is clean and
free from any products, product residues, waste
material, raw materials, packaging materials or
documents not relevant to the production to be
undertaken; and that the correct materials and
documents have been issued and the correct
machine settings have been made. All plant and
equipment should be checked as clean and ready for
use.

A ERAATIC, WEREAFRT, LWAGLSR G, &/
mDZEBY. BEY. R, SERMFEERT
HHEEICRABROLGVXENGENIE, Ff= ELLMH
EXEMNEY HTOHN, ELLMEREREAITTHTL
BHTLERIT H=OICRREERY 5. £ERHEAE

BTHEADEODERB ESTNDILEZHERT D,

Processing should be strictly in accordance with the
Master Manufacturing Instructions subject to any

variations approved, and by detailed procedures set
out for operators in the Plant Operating Instructions.

MIFREERERKICERIERL (EEAKER
NNIEENIZHED)  EXBITOVTIX ITHIERIETR
EITRESNFHMLEFIEIZNES,

Process conditions should be monitored and
process control carried out by suitable means
including, as appropriate, sensory, instrumental and
laboratory testing, and on-line checking of correct
packaging and date-marking. Where continuous
recorders or recorder/controllers are in use, the
charts should subsequently be checked by Quality
Control and retained as process records.

MIRRIIER I MITEBILEIZSELT.E
B AHARVERBREL VICERGEERV B
DAY ETCOBREBELREDBULFERIZKYERS
n3, #HEmicLa—4—FELa—4—/avro—
S—HMMERAINTWSEE. VS 7IERETEEICKY
mRENh, MIERELTRESNS,

There should be regular and recorded checks on the
accuracy of all instruments used for monitoring
processes (e.g. thermometers, temperature gauges,
pressure gauges, flowmeters, checkweighers).

ERTOCATHERASNST RTOHKECGRES. EA
Bt REFRVEEHEE) OEREMEICOVWTELNMN
RIREITVEET B

Effective cleaning of production premises and
equipment must be carried out.

SRR URBEONRATFRERELZ TN
BIELY,

All persons working in or visiting the production area
must comply with the requirements of personal
hygiene, and adequate facilities must be provided,
and appropriate clothing worn (see also 3.4.6 and
4.4).

HERFBOEXREFIHMEFEE. BAOEHE
BHITROETNIEESE, £, BUIGERFEHER
(Foh. BUERENSHTNVEITNIEESE,
(346 R V4481, )

General ‘good housekeeping’ should be practised,
including prompt removal of waste material,
precautions to minimise spillage or breakage,

— RGBT AL TR IERET D, COHIZ
(T, EEYOIRGIRRE., RHFIBIRERERIC
MAB=-HDFHIEE. BEDREF(SWIENHEE
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prompt removal and clean-up of any spillage or
broken packaging occurring, and the removal of any
articles that might enter the product as foreign
matter.

L=158 OAFEGRERVER., TVICEHRBITEAT
SHAREMEDHLIHoWIMNEEZENELTIRETHL
NEEND,

6.7 Intermediate products

6.7 PSR

After its preparation, an intermediate product should
be quarantined until checked and approved by
Quality Control for compliance with its specification.
If required to be stored before further processing, it
should be stored as designated in that specification,
and suitably reference-marked and documented so
that it can be correlated with the lots of raw materials
from which it was made and the lot(s) of finished
product in which it is subsequently incorporated.

Rek. PREAIAEEEELENEROESE
BRE.KRDILHETHRMSND, ROMIFETHRET D
FIROHONDGEER. HEEDEELELYICRESL.
ZTOHREEMAESNIZEME OOV, RIZHAA
FNDTERBDOYNIEEMFFHENTED LI,
YIS EAZINESh XELSh D,

A lot of intermediate product found to be defective
should remain quarantined pending re-working or
recovery of material or outright rejection as the case
may be (see Section 7).

REEAHBAL-PRBEZOOVME, RMHERELL
IFEMR, F=EHEEICEO>TITELRICHRETHETD
. 5IEmERmMInd. (F7ESRE,)

6.8 Finished products

6.8 SEAfm

Packed finished products should be quarantined
until checked and approved by Quality Control for
compliance with the appropriate Finished Product
Specification and not released for sale until
reconciled, approved and signed-off by the
appropriate person.

BEINEEHAME. RAEEEEN N EULTRRRE
DEEREREBERRIHETREESN., BULEEICKY
BE.RKBBLUVEBLINLHET. RFEAICHETEIND
Z&IEgLN,

An approved lot of finished product should be
suitably flagged to identify it, and stored under the
appropriate conditions (e.g. of temperature or
relative humidity) stated in the Finished Product
Specification. Each lot of finished product should
bear an identification mark that will provide a means
of tracing product to any retailer to whom part of that
lot is sold.

ABSNEERAEDOOVNME, HAD-OBEY LGRS
fFiFoh., ERMRGICEEHSNBYZIIRETCR
EFIFHEMERE) TRESND, ERGEDZAVHM
X, Z0OVD—EARFTSND/NTEEEZEBIT D
FREGDHHAESHH oIS,

Where a lot of finished product fails to meet the
Specification, the reasons for failure should be
thoroughly investigated.

SERMDOVEARIBISERLGENGS ., TEEDE
HEHEMICRES 5.

Defective finished product should remain
quarantined pending re-working or recovery of
materials or disposal as the case may be.

REEDHHEMMIE. R BHOBLE, AIREITEHE
[CEOTIERAETOM. 5IEHmElwmatIND,

6.9 Disposal of waste and effluent

6.9 EEYERUHKOIE

It is essential when disposing of surplus raw
materials, waste or reject product, process
chemicals and laboratory reagents that attention is
paid to all legislative requirements for waste.

EMHEDORE S BEEVFEFREEAH. MTAER
EURBRARELSTH5E. REVICETHEN
BEUHDIRTISEREISIENFTARTH D,

Disposal of printed packaging materials or raw
materials and rejected products should be carefully
controlled and a reconciliation should be carried out
on quantities used and/or produced against those
being destroyed.

RS -BERAMELFEMHRVFEHRHDE
EITIBREHEHSN . EXEICHTIFERAERV/FE
EREEEORSENTHND,

Waste management protocols should take the
following into consideration:

EEYESETOILTIHUTEEZEEICANS,

. waste minimisation; -EEYOZR/NME

. reusing the material wherever practical; -EITAREGB SR EM B OBEFA
. waste recycling; "EEHOVHAIIL

. waste disposal. -EEYHONLS

All waste materials and effluent should be disposed
of in accordance with current local regulations by a
route appropriate to the class of material. All

BEMRVEEKIZTRT. MEOBETEHFEICKS
T.ZEORTEIZH VL DENE, TRTOEEIL
WE X EIESNABITNIEESR,
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disposal must be appropriately documented.

Section 7

$71E

Recovery or re-working of materials

EMHEOERETEE

Material may be recovered, re-worked or
re-processed by an appropriate and authorised
method, provided that the material is suitable for
such treatment, that the resulting product complies
with the relevant specification and that the related
documentation accurately records what has
occurred.

FER L BU N DOEAESNAETHEHIR, BEF:

FTBMISNDEEEELNH D, EL. RHHEAILD
MBIZELTEY ., ZIhELHERMAZET HR
BICEEL ., BEXEICKYEI oS EEERHICREER
THIEEXHET D,

Recovered material must be identified and
quarantined until the material review is conducted
and a disposition decision is made.

ERShEMBIEESH. RHOREASEES
NS DREMTONSETREBESNETNIEES
2Ly,

All procedures of acceptance, tests, treatments,
sampling, authorising or rejection of recovered
materials should be carried out according to the
Standard Operating Procedures.

EUREh-EHMHOZAN RE. LB, 42T
T RBELBRERICEHTEITATOFHREL R
HEEXFIRERVERSND,

Residues and re-worked or recovered material which
might adversely affect product quality, efficacy or
safety should not be used in subsequent lots.

HEORE. DRF IR EICELELXRIFT T
HDHHEEY. BEFT-IZEURL-EM T, Bk
DAYFTHERTRETIEAL,

The treatment of product residues and re-worked or
recovered material, and the means of their inclusion
in a subsequent lot, should be specifically authorised
and documented.

HRDEBRY. BEFEERLEEMHONE, K
UERBDOYMNEOLFETFRNGEREZT. X
Eitshd,

Limits, approved by Quality Control, should be
established for the amount of any such material
which may be added to a subsequent lot.

‘imoOvh~NEMATRERRERM MO EICEAL T, RE
ENRESN. MERIEEICLIYERESND,

Lots incorporating residues should not be released
until the lots from which the residues originated have
been tested and found suitable for use.

REBEYMNEALEOVME, REYAREL-OVES
BEIN, FAICELTWSEHBAT HETHRASFTIE
TYEL,

Methods of re-processing should be specifically
authorised and fully validated and documented once
any potential risks have been evaluated and found
negligible.

BIMIDAEZ, —BEDH L) RIH S
N EBBITESENEHIESN=RIC, FAIC &GRS
h.EEICERAESh, XELShD,

The need for additional testing of any Finished
Product which has been reprocessed (or to which
residues have been added) should be considered.

BiIShi=z(FREBYMNBMENT) HOPH5E
AT HEMBREDOVEREERICANSD,

A finished product returned from the manufacturer’s
own stores or warehouse (because, for example, of
soiled or damaged labels or outer packaging) may
be relabelled, or bulked for inclusion in subsequent
lots, provided that there is no risk to product quality
and the operation is specifically authorised and
documented. If such products are re-labelled, extra
care is necessary to avoid mix-up or mislabelling;
care should be taken to ensure that any re-labelled
product is appropriately date-marked and
reference-coded to permit product traceability.

(BIZIESNIVEFHEDFNOBIED-HIT) &
EEENTETIREFMEFEEMIDRESNI-T
BmlE. HEOMEICHTHIRINGN L, AhDE
ENFAICARESNAXELSNEIEEERHIT. SN
ZIERB ALY, #EoOvk—ELTEOLONZYT S
AR DD, COLIEBEDINILAREZ OGNS
B MYEBZAFLEINILEENEE T H=HITHR
DEIBNDLETHD, HmbL—HEYTAERREIZY
BI=0 . SNIHRBEZON-HEA ., BB HFR
VESRO—RFDEH SN TSI LEBMET 5=
AMEEFEZELS,

Finished products returned from the market and
which have left the control of the manufacturer
should be considered for re-sale, re-labelling or
bulking with a subsequent lot only after they have
been critically assessed by Quality Control. The
nature of the product, any special storage conditions
it requires, its condition and history, and the time
elapsed since it was issued should all be taken into
account in this assessment. Where any doubt arises
over the quality of the product, it should not be
considered suitable for re-issue or re-use, although

mEMALBRMEN-ERMEVEEREDEETIC
TR AT, MEEBREICLIBRLVETEET
TLIEBBRICOH BIRT. SNVRE R TR
AYRAD—{EHARAANERBSND, COFHEIZEL
T.HAOME. HEARDIHLPHFANGRES
HOREBRUBE. #HieSh THoDBREN T~
TERSND HAEDREICRENFELELIGE.E
MRDEEET H-ODERMEHILE LN BL
NGV ARG EHEFEENAICEL TV
WERGEND,
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basic chemical re-processing to recover active
ingredients may be possible.

All records relating to recovery, re-working or
re-processing must be kept for a previously decided
period, with consideration given to any legal
requirements.

EUR. BAEFEEIBMIICET ST X TOREEIE. &
MEHZZEEL. A1 - TROGNTUW=ERFIZH Y
RESNLGTNIEEBEL,

Section 8 5818
Storage RE
8.1 General 8.1 —f%=E1g

Effective storage operations should be designed to
ensure that all products are easily accessible for
load assembly as required; to ensure that aisles and
assembly areas are planned so that unimpeded
movement is possible to and from all parts of the
storage area; to facilitate proper stock rotation such
as first in first out, particularly important in relation to
short-life and date-marked products; and to obtain
maximum utilisation of available space, consistent
with the foregoing requirements.

DRUGREEH T TRTOHEGAERELYICIK
TPyt IVICBBICT I AAIRETHAHZEEREL
L. RERBDIT RTOEHANS/IZHADRL—XTE
BENTREL LD SSITBBR U T vE T RIEA K
SIS TSI EZERAEL . FICEREIRMNEL BT
AZINEN-HARICEALTEEL, EALHEGED
BUGEERGREREL, EROEGHE—FLI=, 7
AR ERERARICFIATESLIICT S EER
BELTLND,

Storage and transportation of finished products
should be under conditions that will prevent
contamination, including development of pathogenic
or toxigenic micro-organisms, will protect against
undesirable deterioration of the product and the
container, and assure the delivery of safe, clean and
wholesome products to consumers. This
deterioration includes, but is not limited to,
contamination from insects, rodents and other
vermin, toxic chemicals, pesticides and sources of
flavour and odour taint.

STRMDRERVEEL., BEIE. SEOHLHIMED
DEEZECHFREMIEL, BRRUVRBELEFEN
mEETILREL,. T2, BE. BRICLVEBREH
BEANERICETDELCOIRBIZHS. COREET
. BR. (folfH. TOMOAEEELEY. FELEY
B . RRERVRVDDEERZEZZSTH. CLIZRE
SN,

The buildings, grounds, fixtures and equipment of
product storage areas and vehicles should be
designed, constructed, adapted and maintained to
facilitate the operations carried out in them and to
prevent damage.

HARRERBOEY. £, HERVRFILCICER
(X, ZECTEETHEREMBICL BEEMSEOIC
AT, B WE. SN,

8.2 Access to storage areas

8.2 REREADTIER

Access to material and product storage areas should
be restricted to those working in those areas and to
other authorised persons.

EMHEVEHGRERE~NDILEAYIE, EORED
EEERVZOMDEZESNI=EHICRESND,

A suitable curtain should be provided at all entrances
and exits in order to maintain the internal conditions
of the storage area at an appropriate level for the
product therein.

BEOAHIREZ. EENORRICE-THEY LA
JVIZHETHE0IC. I RTOBEADISEYLA—T
DERYITS,

When the storage area is connected directly to the
manufacturing area, a buffer area/pass box should
be provided between the storage area and the
manufacturing area.

RERENERERERFEIDGLN->TLVDEE. RE
Xigh & BLE RSO B ISR EREE L/ ARV IR %E
RET Do

8.3 Temperature and lighting

8.3 ‘RE R U

Storage area temperatures should be kept at an
appropriate level to maintain the wholesomeness of
the particular products received and held in such
areas. Temperature mapping and recording should
be carried out initially to ensure uniform
temperatures in product storage areas, and repeated
as frequently as is considered necessary.

EERDERER. ZORETRELRETIHENR
mDANEEHRTFT DO DBEUGELNILEHRFT
%, ARRERHDHETEEEERT 510 . &Y
[SRETYELT RULI—T4UJEEL. BEER
BENDBETRYBELERT 5.

The lighting should be as high as possible above the
product, as the lower the lights are positioned on the
wall, the greater the shadows created by the
pallets/shelves.

BEORBAOHENTMNBIFE. NLYMBRIZEST
HLBHEARELDT=0 ., B EDRBAITATREZRY
EWMIEIZT S,
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Lights should be protected by shatterproof covers
where appropriate.

BEIZISCT, RAZRMIAIEHN—TRET S,

8.4 Product storage

8.4 HANDKRE

In order to provide effective protection from
contamination, materials and products should be
stored under conditions stated in their respective
specifications. Particular attention should be paid to
the avoidance of microbiological
cross-contamination and tainting. Where special
conditions are required, they should be regularly
checked for compliance.

FEENONRMICRET S0 EMHRUVERIETE
RMEICERBENERHTRET 5. MEMFHILGZR

FERVBEEDOHIEO=-OITHANEEELZIILEN
0D, FRALGEHENROONDIGE ENLTLESNE

EHRICHERT D,

Materials and products should be stored in such a
way that cleaning, the use of pest control materials
without risk of contamination, inspection and
sampling, retention of delivery identity or lot identity,
and effective stock rotation can be easily carried out.

EMHRVEGIE., BF. O ERIRIDBNRZL-aY
FO—LYEOER. BERVY LTI T BREDF
—MFEEOYD R — ORI I RGEE

EEEARBICRETESLIBAETRESND,

The stacking of product should have regard for all
elements of safety. Pallets should be visually
checked periodically for structural integrity. Where
appropriate, cornerboards should be positioned at
the corner of each stack, both to make the corner
‘stand out’ visually, and to protect the product from
accidental impact damage by high lift and powered
pallet trucks.

HEDHEAERIEIZEEDITRTNDEREEET S,
LYk (FIEE) TEHMICBEREERERESN
5, BDEIZIGLT. BENEEKDENTADAICO—
F—R—KABZBEINDG, Chid. ANREMIZIBIL
DIKSNTT BI=E. A1) TRk SV TIZK
SRADEEEBENSHEETL-ODOEADERIC
&5,

Pallets should be placed in prescribed places;
gangways should be kept clear and not used for
temporary storage of materials. Pallets should be so
spaced as to allow proper ventilation.

INUYMIRTEDIGFRIZERESND, BRITENT ., £
ED—BRESMELTERALAL, /Ly E+5 74
MR EAIREICT B ESICHIREEZEITS,

Products which have been recalled or returned, and
lots which have been rejected for re-working or
recovery of materials or disposal, should be so
marked and physically segregated, preferably in an
entirely separate storage facility.

EURFLTRASNERG . RUREEELGYRERM
DOBEFA. B, LRz F O aE BEMEMA TS

N, TENEFRE2ICEN-RERB HEN (RS
nd,

Material deliveries and product lots temporarily
quarantined pending the results of testing, should be
so marked, suitably segregated, and effective
organisational measures implemented to safeguard
against unauthorised or accidental use of those
materials or despatch of those products. A suitably
consistent control system should be used.

BREBRNVHSITTOR. —FHHICREHSN TOSES
FESINEMBERUESZOVMNE BENZEMA TSN,
BRSNS, Tz RMHARBER TSI F
EIFBR->TEAShEY . RENRESNZYTEHE
MoRET H-OICRMT BB RARRSH
%, BEH. BT EEHENFASIND,

All stored items should be marked with their
identification to ensure that traceability is
maintained.

REFOYRIZITT AT, FL—HEYTAA RSN
TWAILEERIT A= DR— RSN T D
nTud,

If a lot of finished product is temporarily stored
unlabelled, to be labelled at a later date, the greatest
possible care should be exercised in maintaining its
exact identity. The containers holding the product
must bear a fixed label of contents and
lot/batch/identification number and the final product
label must be marked with the appropriate shelf life.
This information may be available from the
documentation or identified from the product name
and lot/batch number.

SERMOOVELR, ZASNILEWDFTET—RHMIZS
RNIELTRESINDIGA . EELR—ME#FT 5
L CORLBRYRKDEEFLS, B RERIFTIE
FIZFFERVOYNMNAAYFIRI—HHEERESE T E
EINILNFEINETNIEEST, EREDTNILIE
WA RERBHRERRLETNIELSELN, Z0
BERIEXENSHLAFRARETHY . ERLERUAOYN
NYFBEENLLERTRETH S,

8.5 Damaged goods

8.5 HEiEM

Damaged goods should be placed in a designated
place as they are discovered. Care must be taken
not to expose stored product to contamination or
infestation. The same may also apply to returns from
customers. Damaged goods which cannot be

WERIL. REBICIEESRICENI NS, BEIZRE
SNEBREEFLFIEOEHEISSIHONESIE
EEHHETIFELHWN, RILIEANBEENLDIR M

[CHYTIEESAEEELNH S, SEHEL TEHEVEIER
&, BERIC. BUBRRBFI—VICTASIEDEL
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re-packed must be dealt with prior to disposal so as
to prevent their accidental re-entry into the
distribution chain.

FOTHRONIE T NIFIESAEN,

Only products which have been properly inspected
to ensure that the product and packaging are fully
acceptable may be re-packed into outer packaging in
a suitable area/room. If it is necessary to re-pack
goods of different production codes into the same
outer-packaging, the package should be marked
with an age code which relates to the oldest packet
in the case.

+RIcEESN HERUVBENS IR ATETH
BHEHERSN-HED AN BEGRB/ERIZENTH
ZICEHELTED, EGH8E1—FDRAZFLCH
KICEOETRELNHHEE. BRICET—ARDK
LEVVNYIICET SR FERTY B,

8.6 Cleaning of storage areas

8.6 REREDERF

Effective cleaning of storage premises and
equipment must be carried out at the frequency and
using the methods and materials specified in well
designed cleaning schedules and instructions.
Cleaning materials should be stored in a separate
location to the raw materials/product in order to
avoid contamination or tainting (see also 3.4.4).

REBRRVRFEOMNRMTERIL. BRSO
EERATOA— L RMERETRESNEE. B
ERUVHBEZAVTERESAGITNIEESEN, B
BIX BRFLFERRERC=O . RME/E KNS
HNT-BFCTRE T D, (3.4458K,)

Storage areas should be regularly inspected for
cleanliness and good housekeeping, and to identify
lots of products which have exceeded their shelf-life
or, in the case of date-marked products, leave
insufficient time for retail display. These inspections
should be formally documented, including any
corrective action taken if necessary.

RERBDFRIREEBN AT FURIZDONTE
HcREZTV. RERFHRZEBL-RGEAY
M ELEERRTOHIRGDIHE . NTRTRDf
OO+ LRGN ESNTOVEWRSAOYNERET
%o NLDRER BEITHLTHON-ZEHER
EHT. EXICXELESN S,

Section 9

SE9IE

Transport and distribution

Bk K UiTE

All vehicles, containers etc. should be free from
rodents, birds and insects or contamination from
them; free from odours, nails, splinters, oil and
grease, accumulations of dirt and debris, and should
be in good repair, without holes, cracks or crevices
that could provide entrances or harbourage for
pests. Contaminated vehicles, containers etc. should
be kept in a separate area away from those that are
clean.

ITRTOER. AVTTFEFIT-HE, B5E. ERHD7E
EFELIEZENLICEDFENLGL BV £ A, HE
BB, ECYRUB A DMIBENGENE, - BEHTT
FRVTHY. EEEYDBEATITIFTEEFHFI G
HDHBN. VUFEEIEBEINBNENIE, FEshtz
BHill, o7& FREADOEAHI RSN
RiETHRESND,

Prior to loading, it is advisable that the vehicle
interior (including walls, floor and ceiling) be
inspected for general cleanliness, freedom from
moisture, foreign materials, etc. which could cause
product contamination or damage to the packages.

FEEHATHIC, ERORNE (B, KRRUXHZE
BU)DERREZREL. HRDFRO, AEDE
GOREELGLHAREEDHIER. BMFNGNEE
HERTHIEMNEFELLY,

Vehicles bringing product to a storage area should
be inspected for evidence of damage (including that
to any lighting or other “brittle material”, for example,
glass, ceramic or hard plastic items), or of insect or
rodent infestations, objectionable odours or other
forms of contamination.

REREICHBERA T HEMITES (EmDRNERR
BAFEEASR BHRLLLKEEETIRAFIILEDE
D DTHEENE 1 ZE = YRS T HIBEEET).
Ba-fomEENRA. FREF-FZOHOTAD
FBEOIUNENNERET D,

If damaged product is accepted on a vehicle it must
be kept separate from other product and handled in
a manner which will not expose other products on
the vehicle, or subsequently the storage area, to
contamination or infestation.

WRLE-EGRZERICZTANDGEE . thOR &K LR
BEL. AN, FEEZOROREREAT, thDE
mNERELIRALLEYIZSOEINDZEALT K
SITHRONGEFNITESAELN,

A procedure should be set up to deal with
consequences of accidents and damage occurring
when goods are in storage or distribution, e.g.
salvage or condemnation following damage to goods
in a road traffic accident.

HAEOREFIRBORETRELLZHE LB
HDEDEDILIZDOVNTDFHRELTHRET D, HI:
RBERICLIERBIBROEURFETRE,

Security precautions should include means of

ZELDIEFHICE REFLERBREDOR A
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deterring and preventing any tampering with goods
in storage and distribution.

DREADBIE. FHAENETNS.

Where warehousing (storage) or transport is
contracted out, the premises, vehicles and
conditions, where possible in practice, should be
subject to checks to ensure that there is no risk of
contamination or tainting.

RERE) FEFIWMEZERRTHBE. &R ERH
FWIRREIZDONT, RRICRERIGE  FREIFR
RDVARIDNGNLEHERT DD RBRAERES
%o

To reduce the occurrence of physical changes in the
product (for example, melting of soft gel capsules),
instructions should be given when particular care is
needed to reduce large temperature fluctuations
during transport and delivery.

BTN RETHEEHIET B (Y
TR IVHTRIILDBITEIEE) . #idk-BE D DK
HEREELELETEOHOHINLIENVERISES.
BERAHING,

Docks, railway sidings, bays, driveways, etc., when
within the factory complex, should be kept free from
accumulation of debris and spillage.

TIHHHMAITIREE, RIROAIR. BL ERELNHD
BEE WA RTRKOBEAGREICHRET S,

Fire appliances should be suitable for use on the
commodities concerned and a sufficient proportion
of them should be capable of dealing with electrical
and petroleum/fuel oil fires.

PR DEREERESIBERISELZEDTHEHINE
THY. ED+HLESFBEIRVEM/MBHEIZES
KEICHLTEDENEGET S

Fork lift and other trucks used within the storage
areas should normally be battery driven or otherwise
equipped to prevent fume or fuel contamination.

RERETEASNGI+—VIIFRVZEDHD Sy
JIXBE. BETHAN ., SELRTNEHK[F T HBH
[SE2FERERITEISICEREIN TS,

Section 10 %1018
Documentation XE1E
10.1 General 10.1 —fR=EI1F

Good and effective documentation is an essential
and integral part of GMP. Its purposes are to define
the materials, operations, activities, control
measures and products; to record and communicate
information needed before, during or after
manufacture; to reduce the risk of error arising from
oral communication; and to permit investigation and
tracing of defective products. The system of
documentation should be such that, as far as is
practicable, the history of each lot of product,
including utilisation and disposal of raw materials,
intermediates and bulk or finished products, may be
ascertained and thus traceability maintained.

B M DI RIEXEILIZICMPDBEN DR F R
—H&THDH. TDBEMIEERMK ., ARL—2a &
8. BEAERVEGEERL. BLERT. HiEs, 8LE
RICDERIFRZLE - BAML. OBEGECIYRET
BDRMDIARV TP SE . RIGEMDAE RV EH
ZUAREICY AT ETH D, XEILV AT AL, RITATEE
THAHRY., FM . PREKRERVNILIORGETE
ERMOFARVREZEESCSRAOVIOBENHE
RTEMOTAL—HEYTADHRFTED LT
60

Where documentation is maintained electronically
safeguards need to be in place to ensure the data is
entered correctly and that sufficient back-ups are
made so that, in the event of file alteration,
corruption, deletion or destruction, the original data
can be retrieved. The system should be protected
against unauthorised access to the data. Procedures
should be developed outlining the issue, cancellation
or alteration of authorisation, and also for the action
to be taken in the event of system failure or
breakdown.

XEENEFHIHBFINDGEE. TN EREICA
NENTHEY. F7MILDERE. W8, HIBREILHIE
NRELGEICTT—4MEETELLIIC+ 2R
NVITITDRBEINTNDIEFRIET S0, F
HFENEASNIDBENHD, VAT LIXREKZRD
T—RT AN REIND, KEBEDFKT. MYEL
FREERFHRBLIE-FHRE, FLORTLEFFE
FIEDIBEICELNDIBEICETAFIEENEREIN
60

Any computer software used for controlling critical
operations such as quarantine/ release status should
be set-up to only permit approved-personnel access
and ‘change control’.

fREE/E AR REIKED L SBEELRARL—L 3V DE
BRSNS E1—2-Y IOz T7(ENVThi,
ARBSNEBEOHDLTIEALIZEEER | TEDELS
[ZtybT7yvTEhb,

To facilitate proper and effective use of documents
they should be designed and prepared with care, be
free of errors and pay particular attention to the
following points:

BYIMOMRAGXEDERAERET H1=DIC. XF
FEEIC, RBNLGVELIICERE, fFESh ., FIZLUT
DRITEEZELS,

a) The title (which should be unambiguous), nature
and purpose of the document should be clearly

a) XEDBLZ (BLWEWNTAHNIL) . MERUVBEMA
BAREICE S SN TSI E, XERFBKBEITTLATY
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stated. The document should be laid out in an
orderly fashion, and be easy to check. Where a
document has been revised, systems should be
operated to prevent inadvertent use of superseded
documents;

bEh, HERELOT V&, XEARETENGE . VR
TLARFERICEDHVWXEDFERZMHLT HEIIC
ERShTSIE,

b) It is an advantage if it is possible to revise part of a
document without necessarily completely rewriting
the whole;

b) XEZEHEMICETESTIC—HEEBES HEMN
TERHBITHFTHD,

c) The way the document is to be used, and by
whom, should be clearly apparent from the
document itself. Other means provided to explain its
use are of less value;

c) XEMNHICEDKIIHEASIEAL, XEB KM
SHALMZAMNEE, TDRRAEZEHRAT MDD FE
FENIFEEETIFALY,

d) Where documents bear instructions they should
be written in the imperative, as numbered steps.
They should be clear, precise, unambiguous and in
language the user can understand. Such documents
should be readily available to all concerned with
carrying out the instructions;

d) XEIHERMAEFENIGE . BSIMTFonF
JEIZHREWVER TR TEMN TS L, fiR. BARETH L
FOEDLL FIRABICHMYOTVEETHDH L O
SLEXERETRERTIHEEFRENICICFIAT
EHIRREICLTHLZE,

e) Documents which require the entry of data should:

e) T—RDERANBELAXEIFLUTIZHRS,

. provide sufficient space for the entry, including
space to record preventive and corrective actions
taken following inspection as applicable;

FALBRARADAR—ZANGH L L, BEGIHEE. &
BRICHONAFHHEERVREREZRAT D
0)1’\‘3—15@@0

. allow adequate spacing between the entries;

SEADRBEICHREREREAH DL,

. show headings clearly indicating what is to be
entered,

AEREAT AN ERAMECKRLI-REERT &,

f) Persons making entries should do so in clear
legible writing and should confirm the entry by
adding their initials or signatures, which have been
previously authorised by the manufacturer. A signed
recorded observation is preferable to simply ticking
in a box;

f) BAFEHBLSEACTVFTESE, THREE
HITERBIN TV A=V ILELEEBREANTE
AERERTHIL ERAAYDTEDAD, HIZARYY
RIZFTvIEEDITBHLIYBEELLY,

g) Manuscript entries should be made in ink or other
indelible medium;

g) FEEZTORAILIEAVINEDMDERITNE
SEEFE/ESILE,

h) The size and shape of documents and the quality
and colour of the paper used should be considered
in relation to the typing/printing, reproduction and
filing facilities available; Reproduced documents
should be clear and legible.

h) BAEVTEIFER DR, £E . RUF AT HEL
ERBERMCEALT. XEOKRES, BRI
AShTLSORERVBEZERT L. HESHN
EXEFRABRTHRAPTNIE,

Sufficient training on how to complete the documents
should be given to the relevant personnel and the
effectiveness of the training should be regularly
assessed. It should be ensured that personnel using
and/or completing the documents are literate in the
language used in the documentation (see also 4.2).

XEERAEICET T2 RBTHENZAE T HBAIC
HLTIThh ., FHEDBNEAERAMIZEHHESN S,
XEEZFRARWELBIERTIBENANETHEAS
NEEEDHAEENTEHLEHERT S, 425
B.)

Documents should contain all necessary, but no
superfluous, data. Any headings, or places for
entries, which cease to be used should be removed
at the earliest opportunity.

XEREBRLET 2R\ ITRNTORELGT —3%
B, EHONGAE FRHLELIFEARIE. TED
EITRLSHEIFRT 5.

If an error is made or detected on a document it
should be corrected in such a manner that the
original entry is not lost and the correction initialled
and dated. Where appropriate, the reason for the
correction should be recorded. The use of correction
fluid, tape or pens is not allowed.

XEICRH>TRALIGEFIEBRYNL R OH -5

BlE. TOREFIHEELAEWESICL, BEEFRRICA=
v )LEBMERALTEEY S, BEIZELT, BIE

BHRLEHRI I BER.BET—T . BEXRVOER
e =Y (R AW

Documents should be kept up to date. Any
amendments should be formally authorised and
signed by the previously authorised responsible
person. In the case of amendments, the amended
document should be replaced at the earliest

XEIRFOREICHIFSND, HETIXERX KRS
N ATEABLE-EEEDERMIESN D, HETDE
A, RETHIOXE I TES LT R ITEREn =X
ZICELBALGND,
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opportunity by a newly prepared document.

The documentation system should include
procedures for issue, authorisation, distribution,
periodic review and revision.

XELDERIZIE, F1T. AR, BH. EMRABRRY
BETDFENEEND,

An outdated or superseded document should be
removed from active use, and a copy, marked that it
has been superseded, retained for reference.
Routine internal audits will help ensure that the
correct versions of documents are being used.

WX EFEEFELBAONXERXEROFAND
BRaEh, ZELBZAZADHNZF Ton-ERINSE
RICREFSND FTEDREEEL . XEDEMHEG/N
—DavhEREN TSI EZ RIS HDITRID,

It may be useful to prepare a manual which
describes the overall Quality Assurance system, the
procedures employed and the documents used. This
should be available to all relevant staff.

EHRMTRERIENE. RATSFHRERVERTS
NEERELIY a7 VEERT HIEN AR TTRE
ML HD, CNETRTOREERZYIAFIATED K

T ARETH D,

10.2 Types of documents

10.2 XEDESE

Manufacturing formulae and processing and
packaging instructions state all the starting materials
used and lay down all processing and packaging
operations.

BEAX.MIRVEBEFIRER. FASNETRT
DHEFERMEREHL. INTOMIRVEEERER
ET%O

Specifications describe in detail the requirements
with which the products or materials used or
obtained during manufacture have to conform. They
serve as a basis for quality evaluation.

BB, BARFLEERASNDIEMHELIIEEDIC
BoNDREMBNUINESERHEFMISHEL TS,
holEREFMORELELLSD,

Procedures give directions for performing certain
operations, e.g. cleaning, clothing, environmental
control, sampling, testing, equipment operation.

FIRE L. FiR. RE. REEE, 4TIV T  BRE
RURMBOBRELGEDHFEDERERICEL THETE
5z2%.

Records provide a history of each lot of product,
including its distribution, and also of all other relevant
circumstances pertinent to the quality of the final
product.

RERE. MBZECEHEGOVIDBEEL LURMKE
mDMEICEET S ETDMIT N TDIRRERLEHT D,

10.3 Retention of documents

10.3 XEDRE

The retention period for documents is dependent
upon their function. Consideration must be given to
any legal requirements, including the provision of
evidence of due diligence. As a general guide:

XEDREHBIEIZTDOHEEICLVELS, Ta—T
CIVADIHOREEST . EEESHLHIHEIE
EELETNIEESHLD, — RIS ELTIE LT
DEEYTHS,

a) Lot records should be retained for the shelf life of
the product plus an additional year;

a) AvhEEiE. HA0RERFHRICIFEZMA L
. RET S

b) Weights and measures control records should be
retained for a minimum of one year and one day.

b) AtEETELRELGIERATROONDELY). 1
FIBULERET D,

Retention of personnel data should be in accordance
with national data protection laws.

BAT—20REEX. FEADT—2REICEHT HER
[C#EHT D,

A Controlled Records List should be used to provide
an ongoing and constantly monitored system for
removing the files of unwanted old data.

FELGHEWNT—ET771IVERET 5= DRI
DEBEHRSINDIVATLEEDHIZ, EEEEEIR
EAERENS,

Fire-risk should be assessed and consideration
should be given to the use of a fire proof safe for the
storage of electronic backups and, in the case of
paper-only systems, master copies and key
documents.

KEDYRTFHHEEITV . BFHINVITIYTORE,
£ MOATOREVATLOGEFIRARVER
ERDRED=ODMKEEDFAERET D,

10.4 Classes of documents

10.4 XEDFR

The following lists are not exhaustive but do give an
indication of the types of documents which are
advisable:

LUTOVAMITZELTEGLA, EELLVXEDTFEES
~LTWS,

a) Specifications, Instructions and Procedures:

a) M IETERVFIEE

. Ingredient specifications; RO R
. Packaging materials specifications; -AERMRE

. Copy of order and/or terms of conditions of
purchase;

CSEXERV/FRFEREFHOEL

. Master manufacturing instructions (including

-REERERA (BENGESZE2ET)
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standard recipes);

. Intermediate specifications; - R S R RS
. Bulk product specification; -NLOBEL IR
. Finished product specifications; - SER AR

. Quality control (including analytical and
microbiological) procedures and methods;

-REEEOTRUMENEED) FIBRUVFE

. Standard procedure for product recall;

-HmEURDFEFIE

. Plant operating instructions;

-TIHREETE

. Cleaning instructions, good housekeeping and pest
control schedules;

SERETRE., BYEAVTFUORARURZR OV kO
—)LE2

. Plant maintenance schedules;

"TIGAV T ABE

. Quality Assurance programme.

RERIETIOT I L

b) Records and reports

b) FEEKRUVHE

. Records of receipt, test reports, approval and issue
for use of raw materials and packaging materials;

CERETERSNE EMHRUVEREERMOER
D= D ZE. AR, AT, HicDECER

. Records of the testing and release of intermediates,
bulk products and finished products;

-PREEG. IVIEARVTERMORER P AL

. Records of process control tests;

-JOEREEHRBRD iR

. In-process recording instruments charts;

ETRDEEERTY—k

. Weight or volume control charts;

"EEEETFY—F

. Lot manufacturing records;

Oy ELERCER

. Records of authorisation of distribution of the
product;

- B MBS A& ERRC 8

. Contracts held for the subcontracting of production,
distribution, analysis etc;

(BUE. BRE . AT FDO R

. Customer complaint records; ‘BEEEREER

. Quality control summaries and surveys; BRIV —RUAE

. Quality audit reports and records; - mEEERERUVERE

. HACCP review reports (as applicable); *HACCPLE 21— (WEIZIELT)
. Training records; -HHERR iR

. Superseded documents. ELBABAXE

c) Programmes c) 7OaSS LA

. Production programmes; -HETOTS A

. Calibration programmes;

RIE(X¥)IL—2av)dog5 4

. Validation/verification programmes;

-AMEHR/MRETOT S L

. Training programmes; HHETOIS LA
. Quality audits. "-mEEE
Section 11 $£1118

Complaints procedure, product recall and
emergency procedure

HEFHE. HAORNEVRAFHRSE

11.1 General

1.1 —#F1E

If a supplement business operator/company
considers, or has reason to believe, that a
supplement which it has imported, produced,
manufactured or distributed is not in compliance with
applicable safety requirements, it shall immediately
initiate procedures to recall the supplement in
question from the market. The operator should also
inform the appropriate authorities where the
product(s) is marketed of the problem and
collaborate with the authorities on action taken to
avoid or reduce risks posed by the supplement.

HT)VAVNEEE/BEN A EE, HEFILR
BENFHTYAVIDEAINSIZREEEICEALT
WEWERGT FIEHETIEANHIIHEE. B
ICHREOBREMSHNCEIINT 5FHEESEMIBT 5,
FEEEIBBOHGNRETRIN TV EZEDE
FIZEEL ., YT AVMZKYE=5ENB)RID
EFEEIEBLDOEHICHONSEBEICOVNT, 4HE
WAh9 %

If the product has already reached the consumer, the
operator should also consider whether it is
appropriate to extend the recall to consumers,
possibly by a public announcement.

HENTTITHEBEDFITh->TWSIHE . TXE
X HEICEOTEARIZKY, BUREEEHEEICE
TR BHIENBUNEEET D

11.2 Complaints

11.2 &1

Quality complaints should be evaluated by

mEICHTHERE, FEOEEMEAML. TDMh
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individuals who have an understanding of the full
significance of a complaint and who may also have
knowledge of other related complaints. A procedure
must therefore be provided for appropriate
channelling of all quality complaint reports.

DEEFROMBLE I SAREMEDHDHE (XY
END, TR, TRTHOMEICAHT IEIRHREEE
YISBY =D FIRENMER SN NITESRELN,

The system for dealing with complaints should follow
written instructions which indicate the responsible
person through whom the complaints must be
channelled.

HELEOFIEE, EEMTORTEINS. FBREIC
. BENBENHIREEREENRHEH SN TS,

If the responsible person is not the Quality Control
Manager, the latter should be fully informed and
closely consulted. The responsible person should
have the appropriate knowledge and experience,
and the necessary authority, to decide the action to
be taken.

ERENREEEEEECELGWMES. REEEER
FEEF+HTEBRES AN, REICHEZITI.E
EE LB GEHBRVORREFS . MANSHEER
ETDDICLEZHERERD,

Where possible, product quality complaints should
be thoroughly investigated by appropriately qualified
personnel and a report prepared as a basis for action
and for the records.

ARG . HROMREICHT HHEFEX. BUGEE
BB THEMICHESN. HELLEDIRIEL
THEENMEHRSN S,

Action should include responding to the complainant,
and must include responding to any enforcement
authority involved. Where the complaint is justified,
steps to remove or overcome the cause and thus
prevent recurrence should be taken; and the
defective material which the complaint sample might
represent should be dealt with, including possibly a
product withdrawal or recall.

HEX. ZRRILTEANDOHNNEET, T . B5Y
2HoWIMITER~NDHIEEEFETIEEDRLY,
BREOABHNEASNIIBE . RRZRETEIHER
L. ZDHERBRZHLT H-ODFIEATmOND, F
o BEDNH YU TILD R AR DH LT RIR
HOMBEICHLL, FJEICL>TIERBDEEF (L
EUREITS,.

Complaints reports should be regularly analysed,
summarised and reviewed for any trends or
indication of a need for a product recall or of any
specific problem requiring attention. It is strongly
recommended that appropriate summaries include
comparative data and that they are regularly
distributed to directors and senior management.

EREHEICOVT. HGOENROLERF-ILTEE
BEI A O REEOMER EIFIMEAG N NE, EH
BIZOH . ENRURIRT %, BT 4220 #EY)
BEHNE. MR ECREFBICEHAMICEMRT S
EERERT D,

11.3 Product withdrawal and recall

11.3 HEDEWERUELR

The withdrawal of a product is the action taken to
have the product returned to the manufacturer from
the customer/retailer but not from the final
consumers. Withdrawal of a product may be a
voluntary action by the company, following concerns
of product quality but not necessarily product safety.
The recall of a product is the action taken to have a
product returned to the manufacturer from the
customer/retailer and from the final consumers.
Product recalls are often made in response to safety
concerns.

BROHELF HEE/INERE(BLRRHEESET
TR MRERE~BRERMSEDIEEESD.
HMOBERF. HEDRE~DBE(WILEHMAD
REMADBEITEILV)NELKER. 2B E
HICHAEETHAGENHD, RADEUREIE. H
BEINGFRE. RURKHEBEN N OLREREA~H
mEBGSEDHEEEE D HAOERLTER. K
MDBZICHIELTERSN S,

A product defect coming to the manufacturer’s
attention, whether through a complaint or otherwise,
may lead to the need for a product withdrawal or
recall. There should be a pre-determined written
plan, clearly understood by all concerned, for the
withdrawal or recall of a product or a known lot or
lots of product known or suspected to be a safety
risk or otherwise unfit, or of wholesome but
sub-standard product which the manufacturer
wishes to withdraw or recall. A crisis procedure and
management team should be established.

AEEANEBE-FXFOMD A ETHRDORIGEE
RELI-GE. AROBEFIEXEROBENELDS
AIEEEAH D, TRELEDIRIHLHIBALTINVS, £ELVHA
H5. SHELFNIEEELEVERLLIIEZOVE,
FHIXRECIBAEN NGV DDREZEENEINER
U9 EELTORIIZDOVNT. ETMIZLETEE
EFOERL. ERELENARICIEAEALTE a#
EEFIERUVEEF—LFERITD,

A responsible person, with appropriate named
deputies, should be nominated to initiate and

EREERVEIHERSAEREBANERSN, T
THORYEEDE R PHBEITLY. EURFEEICBIL
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co-ordinate all withdrawal and recall activities, and to
be the point of any contact with regulatory authorities
on recall matters.

T.REALBEDERBOLLD,

Out of hours contact details of key personnel and
regulatory authorities should be kept in an
accessible form and regularly updated.

TEBERUBEEE T DRSO MER L.
BEARGEATRESN., EHMICEHTIND,

The design of manufacturing records systems and
distribution records systems, and the marking of
outer cartons and of individual packs, should be
such as to facilitate effective withdrawal or recall if
necessary. A good system of lot marking will pinpoint
the suspect material and help avoid excessive recall.

BERFE VAT LARVRBREZE VAT LDERRUVE
R—ILONFERCERN D/ ST DT &, BEIZRG
CTHERMGHEFEENEZRET H-HIZTHhh
%, OVEDEFITDEBN-DATLIE, EVDHEDE
HEEREICRL, BRIGERZETEHDIZRID,

There should be written withdrawal and recall
procedures, and these should be capable of being
put into operation at short notice, at any time, inside
or outside working hours.

BERVERFHEICELTEEMERSATEY.
NODFHMELNREDEH T, EXRHOANEREDH
3R, REFRETH D,

The withdrawal and recall procedures should be
shown to be practicable and operable within a
reasonable time by carrying out suitable testing of
the procedure.

BERUVENRFHEEE. FHREOBEUEREBEOERIC
LY., FEMLBEBACTETAIRENDERERIRETH S
ZEFEIRT 5,

The withdrawal and recall procedures should be
reviewed regularly to check whether there is need for
revision in the light of changes in circumstances or of
the responsible person.

BERVERFHRE L REOELEFEEFEDE
BICEOLTHETDBEAH AN EHER T H1=HI,
EHHICRESNS,

Product withdrawals or recalls may arise in a variety
of circumstances which, usually, fall into three main
categories:

HBORWMEFFERIEHR AR TREES HAEE
MNHLEL . BEUTDIDDETEATI)—IZHEES
ns.

a) where the national or local authorities become
aware of a safety risk or suspected safety risk, and
information and co-operation from the manufacturer
or importer is necessitated;

a) EEFEEMBOL/AREIRVELFIREIR
JDENERHL . BEXREFTRAXREOFERE
URNDDBELESNDER

b) where the manufacturer, importer, distributor or
retailer becomes aware of a safety risk or suspected
safety risk;

b) BLEXRE. MAXE. RAXREFFITNEXES
RRVAVFERREREVRAIVDRWERHEL-5E

c) where there is no safety risk or suspected safety
risk involved, but there is some circumstance (e.g.
sub-standard quality, mislabelling) which has come
to light and which prompts the manufacturer,
importer or retailer to decide to withdraw or recall the
affected product.

c) 5T HREVARVELRFREVRIDERNTAL
LODRRICE S TIF(EELUTDORE ., FERTEG
E) BENALMEGY, BERE MARXRETE
INERENFREIN-EROMEFIEIRDIRE
ZRESNDZEEL DD

In case (c), the company will itself have to organise
the withdrawal or recall operation. In cases (a) and
(b), consideration may be given to issuing a public
warning. Generally this would be done in
consultation with the manufacturer or importer, the
distributor or retailer, and any relevant enforcement
authority interest. Normally any arrangements for
withdrawal would be discussed so that the most
appropriate methods could be effected or endorsed
by the authorities, and would also take into account
any requirements for or arising from the information
indicated below.

C)DIGE. EXIFESFTREFIFEREEELET
NIFESEN, @QRUTO)DEE. EXOEEEHTC
ENBRSNDARMELN DD, —RUICCOESE &
EXEFLIWMARE RERBF QDT EERV
BETHMITEREDBREICKIYERSND, BE. |
ERZNIE. RELTHENEBIZE>TEESN DD,
RBEINDENTESLSICHESN D, T LITFIC
TENIFRO-ODEHF[LFERMORELLEE
HEEREICAND,

Although a defect or a suspected defect leading to
withdrawal or recall may have come to light in
respect of a particular lot or lots or a particular period
of production, urgent consideration should be given
to whether other lots may also have been affected
(e.g. through use of a faulty material or a plant or
processing fault), and whether these should also be

BEDOVrEIIEFED R EHMAICELT, BiEFx:
(XEIRIZ DB RHEH LI REDEENABEDH(Z
HAIBENHIN, thDOvrE - (TR D& &
[CHLEENHOT-FIREMLH LN (RIEDHHEFEL
KFTHDOFA., FEMI LOXRMLEEZBLT).
TN ZERINHRICEDHEIRENZDNT, EA
EET 5,
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included in the recall.

The withdrawal or recall system should lay down
precise methods for notifying and implementing a
recall from all distributive channels and retailers
where the affected product might be, as well as
affected goods in transit, and of halting any further
distribution of affected goods. Procedures should
also be laid down for recalling product from
consumers as necessary.

BWEFFIEIERSRTLTE, FEIh R RUEH
ERDFLEINE-EGABINTON -AREEDH ST
RTOPREF Yo RILRPINFTEE NS DEIREE
H-EEL. FEIN-BROELLIRELZ IS ST
HORHEL A EZEBREL TV, TEFHE=TEH. BHE
ISHLTHEENSOEZDOEURERELTIND,

Notification of withdrawal or recall should include the
following information:

BWEF-IIEROEHICIEUTOERAEENS,

. hame, pack size and adequate description of the
product;

HRDET. 1 \VI DT A X RO+ A BT

. identifying marks of the lot(s) concerned;

(BZETHAVIDESDEHE

. the nature of the defect;

REEDMHEE

. action required, with an indication of the degree of
urgency involved;

SROLNDEERVREEDRT,

. hame of contact and telephone number of contact
who can supply further information.

EMERERBETELIBODNRMEERREES

Withdrawn or recalled material should be
quarantined, pending a decision as to appropriate
treatment or disposal. Quantities of the withdrawn or
recalled lot of product, at their identified locations,
should be reconciled with the total lot quantity in
question.

BWEFEERSNA R, BYGROEE - (XFEE
DREF TSNS FFESNERICHEITHHE

FrFERSNE-HAOVIDOED, EDOYFDHE
BE—HYT 5.

11.4 Emergency procedure

11.4 BEFHE

Regrettably, the possibility of real or threatened
safety risk arising from the actions of second or third
parties must be faced (e.g. deliberate contamination
or poisoning of product or ingredient by extremists or
otherwise misguided persons). Although some of the
additional action that might be taken in such
circumstances could be considered outside the
scope of this Guide, it is included because those
concerned in the manufacturing operation would
very probably become involved.

BEho, BEZHLLIEZZDITAIORET D
EBEODRLVRAIELIIRLRIDEBENDOAREEE
ZIFANGTIEESBEOD BB EREE LSBT
NIERBLI-AMIZES. BRLLIIER I T 5K
BEOFLELLLIFTMWEARE) , CO LSRR TES
NBEMBED—IRIL. KAARDEFENERLTT L
LTELN. AEXRFBOEBRENESAENSTHEN
MNIEFEIZELV=H., ZZIZEFh TS,

The first intimation of a problem in this area could
come from a whole variety of sources, e.g. consumer
complaint, from a retailer, the media, the police, the
enforcement authorities, employees, or by
telephone, post or personal contact with any
company location or any employee at any time.

COREHTIH. BEORYOERIT. HEEDEE.
INEREBATAT.ER.BTLER.MXELIL, T
FEXROEEDFHRAEMLLIIEEDREE~NDHE
BIEG 0 (B, SELLJIIEAEM)ZE. H
LML FELET HAREMENH D,

It is therefore essential that any personnel engaged
in manufacture should be aware of company action
to be followed in dealing with such threats both
within and outside of normal working hours, and that
suitable arrangements exist for calling in key
personnel out of hours in such an emergency. The
extent to which any such emergency procedures
may override normal lines of management should be
explicitly stated, and these procedures should be
formally documented.

ZED=0H. WEITRETEH0PHUAREL ., BED
HBEFEORNAEAD ., SSLEEBERICHNTHET
FOIRELEDRREM>THLIE, FEFRENDIS
LE-REBRICEEBEZTUOH I -HDEYREY R
ONFHET D EEZHOTHENEETHS. 5L
EFRAFREVBREDEES(VICBET HAIRERD
HHEH L. BAREICEEH SN ChoDFHEFERIS
XEkshd,

Faced with an emergency situation, the withdrawal
and recall procedures described above will apply,
while the expertise of those involved in Quality
Control and other relevant functions should be put at
the disposal of the crisis management team
responsible for handling the emergency.

REFBICEAL-SHE. LEOBERVENRFHRE
MERASNS—AT. REETERUZDMORESFT
[TRFETIEMRIEESN. REFEBONEICEE
ZRSBKEET —LD@GTINS,

The possibility of such sabotage and even site

O EITARUVISICIEE A~ DR ADATREM
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invasion may indicate a need for particular security
precautions in vulnerable areas, e.g. locked rooms,
use of seals, etc.

T HEZZITOTVRBEORE E DRI TR
(BOANSME. HEDERRE) DLEMETTIS
=R TON

Cases of intentional or malicious contamination
should be reported to the police for their
involvement.

HEFFEBEEDHIEICLDFREDGE. TOEE
ZERICHRET D,

Any emergency or recall situation is likely to involve
retailers or wholesalers, and a smooth and effective
interface with their procedures should be achieved
as early as possible during the crisis.

REFEENNDEGEREL, NTEEEITET
EEEEEACTRRMNSL BHORM., TEHEITR
EIZEODFIEEDABN O RITEEZRIRT
%o

Section 12 F1218
Self inspections HE A&
Principle [R A

Self inspections should be conducted in order to
monitor the implementation and compliance with
GMP principles and to propose necessary corrective
measures. These should cover:

BERRE. GMPRAIOERLBTEERT S0,
FRELGREREZIRES SHICERESND, O
NOIZIFLUTOEENEEND,

. personnel matters;

EANICBEYSEE

. premises;

i

. equipment;

- Bl

. documentation (including the HACCP system as
applicable);

‘XEE(BEGIZEE . HACCPYRTLZEYD)

. production; AE
. quality control; -mEEHE
. distribution of the products; ‘B ROFE

. arrangements for dealing with complaints and
recalls.

-EHERUVEYVLIEDERY RO

Self inspections should be conducted at intervals, at
least once a year, following a prearranged
programme in order to verify their conformity with the
principles of Quality Assurance.

BoRRIE. REFRIEDRAICERLTNDLZEL
B9 57=0I2, FHROONI-TOT I LIZHL, RIE
THLHE1RIORERTERT 5.

Self inspections should be conducted in an
independent and detailed way by designated
competent person(s) from the company.
Independent audits by external experts may also be
useful.

BERRIE HADEESNE=FTEBREICKY, ML
LB A A TERSND SMEPEFRICKHHHIIL
“BEELRIDOAEEMELH D,

The person(s) conducting the self-inspection should
call the attention of the relevant manager(s) of the
company to the result of the inspection and any
necessary corrections. The agreed corrections
should be completed within a specified period of
time. All self inspections should be recorded and
reviewed periodically by senior management.
Reports should contain all the observations made
during the inspections and, where applicable,
proposals for corrective measures and
corresponding time frames for completion.
Statements on the actions subsequently taken
should also be recorded. The self-inspection records
and reports should be retained for a pre-determined
period of time.

BERBRERELEFL. ZLTIEEEDIEE.
RRBEREVELGREREICATSE S, RESN
REHREZ. IEDKRBAICETSES, TXTDE
CRIRFEEIN . BREFBICIYEHAMICRESh
B, MESICIX. REFDI R TOHEHKR. 2L 7
EE. REHENRE. KUK TETOXRILT HFF
FRZEET. TDRIMON-HEEICEHT S5k AL
b, BCRBROEHERVHRESIFTEDNHMRE
Shd,

Section 13 %1318
Sub-contracting operations FRiREH
13.1 General 13.1 —H%EIE

Where complete or part manufacture is carried out
as an own-label, private label, distributor’s
own-brand, contract packing or similar operation, the
obligation is on the Contract Acceptor/Consignee

HEQEHEIE—HHANTEEED T4 N—L—
~JL(own-label, private label, own-brand), Z2#ya %
FRIERZROEBLLTERINDGEE . "HEHNGCMP
ISR-THEY. HEEXEEDODBHISVRTHRE - RFTEA
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(manufacturer) to ensure that production is carried
out in accordance with GMP in the same way that
would be expected were he manufacturing for
distribution and sale on his own account, except
where responsibility is specifically excluded by
mutual agreement between the Contract
Giver/Consignor (customer) and the Contract
Acceptor.

[CBLET BB R ERMLAETITONTVSIEZERIT
SEHIL. BNDEIZEH/ZAE (REXEE)AICHD,
BL. B DRMHE/RTE (BE) L5IZEDHE DM
BEDOREBIZKYERBLNBAEICKRASATVSESER
<

The Contract Acceptor should ensure that the terms
of the contract are clearly stated in writing (including
a Technical Agreement between the two parties .
see 13.2 below). It is essential to ensure that raw
materials, intermediates and end products are
covered by adequately full specifications (as outlined
in other chapters). Any special GMP requirements
should be clearly emphasised, and quality control,
record transfer, coding, rejection, dispute and
complaint procedures be identified and agreed.

ZHD5IZE L, BAEHENT-SYEE@ICREHS
NTWBHILEHERT 5. CEBMORMEZNZET . &
HD13.225 8, ) EarH, MEEGAR VKRR AN
TR EFHTRRICEENTOSEBIOETHERL
TWBERY)EHRT D ENBETH D, Fall
GMPEH([FE>EY il h. mEEHE., ik DER
*. . FE%K. e SFEFRENFESN. &
EThd.

It is normal practice for Contract Givers to impose
contractual conditions that ensure quality standards
and best practice. This is frequently achieved in the
first instance by a visit to the manufacturing unit,
whether at home or abroad, by the Contract Giver's
auditors. The visit should include the following
objectives:

ZHDEFAEDN, RERELARNTSIVT1REREE
THRKEHERT DA —BRITIEFITHD. i
ERNMZBEFRGL ZLDFE. BHEXEDEEA
[CRDHEMFANDHEIEERIERSND, FBEIC
FUTOBEMAEENSD,

a) to ensure that within the manufacturing
environment the supplement can be produced
safely;

a) HYTVAUD R EIRIBN TR EICAERRETHS
2 )

b) to agree on a detailed product specification
covering all aspects of product, process, pack and
delivery, embracing parameters to be used for
acceptance or rejection, and any legal requirements
relating thereto;

b) MI.XTCARVEELGEDEZDHLDIEES
CHHELGHSNEICDOVTRET b, CORIZIE. &
. FEBOREICERAING/INGA—F—DFNIC
BT ENEHLEEND,

c) to agree on levels of sampling of finished products
by the Contract Giver and sample plans to be used
in case of dispute;

c) BMEABICLDIZEHMD YL TIVTLALE,
NEOERICERTIYUTILGEICRAET S

d) to evaluate the adequacy of the control resources,
systems, methods and records of the manufacturer,;

d) HEXRENEEIDIV—R EEVATLA AE
RURHOENMEFTHT S

e) to agree, wherever possible, objective methods of
examination, while subjective measurements should
conform to recognised and accepted standards if
possible;

e) TREHIGE . BENBREAZICAET D, THH
FL@IL. ATRERIG S . BEINZ(TANLSNA TS E
EITEELTWWSZE

f) to agree the period for record keeping.

f) SEEDFREHMHEICRET S

Agreement in all six areas is generally essential for
any manufacturer/Contract Giver trading relationship
and should benefit both parties.

ORNHIRTOREEIL. BE. WEEXELLZNETRE
DEE|IBRIZESDTARARTHY ., MEICE>THET
H5.

When the Contract Giver requests amendments or
improvements by the Contract Acceptor, these
changes should be well documented and
confirmation of acceptance of the completed work
should be recorded.

ZHRAENZNZRAEBIBEFTHBRERDS
5E.CNODERLBEYICXELSIh, TELEXE
DZEEHERMNELHEIND.

13.2 Technical agreement

13.2 HATEEEY

A technical agreement is a useful method of clearly
defining the responsibilities of each party with regard
to the above.

RAf29(%, LRSI/ LEENRREEHLIS
BARLGHETHD,

Particular attention should be given to clarify the
responsibilities of each party in relation to key/critical
activities, such as:

UTD&IGEBRGEHICEAT IR LUEEZDOEIDR
EICIF, FREENBETHD,

. the scope of the instructions given by the Contract

RHMDRAENCZFAE~NEZONSIETDEH
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Giver to the Contract Acceptor;

transportation;

. approval and release of raw materials; R ORBEFE AR
. changes to the formulation and processes; -RERUNMINER

. release specification; - H AT RR A

. release of the finished product and its - SER AR O HE 7T R UV 6

. complaints and recall procedure;

-EERUHEE - BURFHE

. the procedure for notifying the Contract Giver of
any abnormalities during the contracted process.

AN T ORRIZBEVWTEERRLELE-ESD.
BHEXE~DBEMF s

Any agreement may also include a section on the
ownership of intellectual material (e.g. formulae,
specific processing techniques), together with any
restrictions on the transfer of information to third
parties. Items of possible confidentiality should be
identified and any appropriate safeguards be
mutually agreed.

ZHMEICE. F=B~DFHRBEOF UL EHIC, M1
BEROFMAE (RS HEOMIELGE)ICETSHIER
NEFNOTRMELNH D BEDRIREEDHLHEEE
BESH, BUETFHENEEICEESND,

Section 14 $1418
Laboratory testing B PR AR BR

A Quality Control laboratory should have appropriate
premises, facilities, equipment and staff, and be so
organised to enable it to fulfil GMP and Good
Laboratory Practice (GLP) requirements and
complement the scale of the manufacturing
operations.

MEEEMEAILEYGEEE. RiE. EERUVRSY
7%8L.GMPRUYY YR -SHRSM)—-TS9T4X (&
BiERFTIREL. GLP)ZE L. S EDRIBEEZRE
FTBHIENTERLSIZHBESN S,

Both staffing and facilities will depend on the nature
of the product range and the amount of testing
required. It is essential that the facilities are
appropriate to the needs of the tests.

AEYTBRERUVRKBEEIVT L, RIREAOMEER
UROONHBREDEICE D, EFEHNAREN=—X
[CELTWSIENEETH D,

Testing can be augmented by approved external
laboratories who are accredited for the specific
analysis required. Accreditation should be
recognised by official national or international
authorities. The scope of the accredited analysis
should cover the sample matrix, that is, the relative
combination of the components of the sample. If not,
sample specific validation should be applied.

BREE. DEGEEOTORAHETHL., KBS
NE=NEHERATICK O THR T HIEMNTES, B IE
ZOEOAXMEE - IIEEHEEICK->TERESN
b, BAISh =S HOEREAIZITH U TILIR) VIR (T
Hhb, UL EROHEMNNEHEESE) NEENS,
ZI3THWMGE . YT ILEEORIENERINS,

Staff should be appropriately trained and high
standards of work should be set and maintained by
rigid adherence to approved and agreed methods
and method checks.

ARV LB LETHEZ R (TH, BLERBERENRES
N EKBSNEBEINHERVAED RRERTT
BT EITKVHEREND,

Quality Control laboratories should be designed and
equipped to suit the operations required. Space
should be made available for writing and the storage
of documents and records and for any special
provisions such as the storage of samples etc. at the
appropriate temperature.

mE EEABRAIIROONDERICELE TG &
Eehd, XE. LEDOERRVRE. F-EULE
ETOYUTILORELGEDRHIREDT=HDAR—
AHFIAERETH D,

All laboratory equipment and instrumentation should
be appropriate to the approved test procedures, and
should be regularly serviced and calibrated by
assigned persons or organisations.

FTARTORBRFTOBBRELIVEET, KBS -HER
FHRSITELTEY, FEESN =AY E IR LY
EHIEE, RESND,

Records of each service and calibration must be
maintained for each piece of equipment. These
records should also identify when the next service or
calibration is due.

HaRZLlc. BROEBERUVEKIE (Fv)TJL—3Y)
DEFERELGCTIRHEGLEN, Ffz. ThHoDFEHT
FREDEERVEEDHBEZRET 5.

Written operating procedures should be available for
each instrument or piece of equipment, and all
personnel operating the equipment should be trained
and familiar with the operating procedures.

BWBRFIIEEICELT, BEFIEELF ATIREL
HoTW5, T RFRETIBELENREFIE
DilFEEZT. FELTLS,
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Where necessary, analytical methods should include
a control step to verify that the instrument or piece of
equipment is functioning accurately. Defective
instruments or equipment should be withdrawn from
the possibility of use until the fault has been rectified.

WEGIZE . SHFRICIIEFF - EEENERIC
HWREL CLVBCLZIREET -0 D EEFIELNEEN
Do MELI- B EIEEX BENTETTHET.
ERSNAEREENLRNEIITT B,

All equipment should be maintained to a high
standard of cleanliness in accordance with written
procedures.

TRTOHEERE, FIREICRVSVEEKELHEFT
60

All personnel should wear clean protective clothing
appropriate to the tasks being carried out, especially
eye protection.

TARTOBAIE, BT HRFICELIFRGEER
ZERAL. BICEZRET S

The disposal of laboratory waste material should be
carefully and responsibly undertaken.

HERFTOREEMLE L. FRRCEFEF>TITO.

Samples should be analysed according to written
procedures, using internationally accepted test
methods or other methods that have been
scientifically validated for the required sample
matrix. Validation should generally consist of the
following parameters: specificity / selectivity,
recovery, precision, linearity and range, accuracy
and Limit of Detection (LOD)/Limit of Quantitation
(LOQ). Details of the validation should be available
and retained.

HUTIVIEFIEBEZIZH L., EEMIZERHLN TSR
BAFRFREROON=HUTILIR) I RIZHRLT
MRS DA ZEFAVTH TSNS, &
SEEEE. UTONSGA—E2—m545 HEEALER
. BENE. FE. ERERUEE, EEEHRVIC
LOD (12 HiPRF) /ILOQ(EETIR) . #REL D EFMILEE
AIREIIREETIRE SN D,

Reagents made up in the laboratory should be
prepared following defined procedures, dated upon
receipt or preparation, and labelled with their
concentration, standardisation factor, shelf-life and
storage conditions as applicable.

HERFTCHASINSAED. UTOEERSN-FIRE
[CHELMERSh, ZEEREIFFAS AN HFSh, BE
SIECTRE. REEOER, RERFHR. REX
HREARTIND,

Reference standards and secondary standards
prepared from them should be dated and carefully
stored, handled and used to maintain their quality.
Furthermore, reference standards and their
secondary standards should be labelled with their
concentration, standardisation factor, shelf-life and
storage conditions as applicable.

YI7LUR-RAVA—RRUFNIZEDEERSINT
THUF)— REUE—R(F, BENRTSh, 8%
HMFTHLOITEERURE. LB FRHSNS, S5
(2. UITFPLUR-RAVAE—RRUEAIF)— R
A—RIZIX. BDEBIZELT, BE. ZELOER. RE
. RERBHRLGEARTIND,

Written procedures should be developed for
sampling and should specify the method and rate of
sampling, equipment and type of sample container to
be used, amount of sample required, any special
precautions to be taken, instructions for any
subdivision of the sample, storage and handling
requirements prior to testing and the cleaning and
storage of sampling equipment.

FIEEMNMER SN, YT T DOFEEEE (ER
SNOMWBES VT ILEHRDEE. WELSNHY T
IVE FAGFHIEE. Yo7 ILOMMEDTER. &
BRAIOREFRVEBWES. YTV T HBDFER
RUREERET .

Samples should be labelled with the contents,
sample identification number and date taken.

YUTLE P& HUTVEHESRURRBEEZR
9 %

Results should be within the validated range of the
method used.

HERE ERASN-FEORIAEENTHS

Spreadsheets used for calculation of the sample
concentration should be validated.

YUILNREORHICERSNI SR ROREET
Do

Detailed records should be maintained of all tests
and analyses performed in the laboratory. Records
should be dated and initialled by the responsible
analyst and a second responsible person from
Quality Control (or Quality Assurance). Records of
sampling data, analysis data and calculations for the
sample, should be properly identified in order to
facilitate traceability.

HERFT CEBSINHBRRUDITDTATIZDOLNT,
MR ERET D, BERICIEINTOEEEESS
WENEBLFIEA=IvILEBNERAL. REE

EEM(F IR ERIM) FAEDORIEEENEE
T35, YTV T RUSHDOT—2, BITHUTIL
DFEIE FL—YEVTAZFRET D=HITHEIE T4
ESNd,

The length of time for the storage of documents,
records and samples should be consistent with the

XE, EHRREVCYUTILORFLHMIE, WSk
IREHRLE—HT D,
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requirements for the manufacturing records.

For further information on GLP see Annex V.

FyR-SRSM)—-TS9T 4RI HEMIFRIZD
WTIX. MBI VESEE,

Annex |

(P8I T O A &FWER)

Hazard Analysis Critical Control Point (HACCP)

BESICES(EEEE R (HACCP)

All.1 Hazard analysis critical control point (HACCP)

MAID.1 AEIMICEI(EEEE A (HACCP)

HACCP is a practical technique which supplement
businesses can use to help satisfy themselves and
their customers that their products are safe. It
achieves product safety in an efficient, reliable and
cost-effective way, by focusing on hazard prevention
throughout the manufacturing chain rather than
relying on end-product testing.

HACCPIL, HTAVLEEEN AN ELETHSE
BELERERESEA-OIZFEALLEITNIEGRSEL
ERMLEFETHAS, HACCPIE, BREZDBE(C
BADTIEEL, ®EFr— 02 EBLTRERBHLEIC
FENTAHIEIZKY . EMTEETE. A DERADR
NDEVWAETEROZEMEERIRET S,

It is a structured approach to the following:

HACCPIZUTICx 4 47 TO—F TH S

. identifying the main risk areas in an operation;

ERITETREERIRIDHERET S

. adopting the appropriate controls;

B EEAEERRATD

. ensuring the proper operation of these controls.

NN EBFEDENLERBERMET S

HACCP systems can be applied to all levels of
supplement businesses, from the smallest individual
operator up to sophisticated multi-national
operations. The systems are designed to
accommodate changes, whether in raw material
supply, equipment design, processing procedures or
technological developments.

HACCPY AT Ll&, IMNREDEAEEE L LIEHRS
NEZEHEEXRET. HoWLIREOEREXRISER
AIRETH S, HACCPU R T Al [RM A, fEERER
NI FIEEEEMFARICELLY . EEERR
TRAFIIELNTLS,

Definition: A systematic approach to the
identification and assessment of the hazards and
risks associated with the manufacture, distribution
and use of a particular product, and the definition of
means for their control.

EE BE B BREOHRGOEAICETLIEE
R DHFERVEFHEICH T 2R o7 T0—F. A
WIZZDEBFEDER,

All.2 Requirement for HACCP

I.2 HACCPE#

There is now a greater emphasis on HACCP as an
integral part of GMP within the supplement industry
in some areas of the world, as companies recognise
the need to critically examine the nature of the
business due to their responsibility for ensuring the
protection of their consumers. In certain parts of the
world, e.g. the European Union, it is a legal
requirement for all supplement manufacturers to
have a HACCP system in place.

HAROLLOADHIED YT TIARERIZENT,
HEEREZHET HEHFO-O. EXENEXDOHLE
ZHHICRET ILEMREZRHLTLS=8H . GMP
DRAIRIG—EBELTDOHACCPADLLENTEST
W5, HRD DM TIE (BRMERTE) . TT
DY T VAR EEZENHACCPY R T LEEET S
CENEMBERLGOTINS,

All.3 Setting up a HACCP system

I.3 HACCPL AT LMEETE

HACCP can only be effectively implemented once all
hygiene requirements and GMP for businesses are
adhered to, i.e. all controls, systems and procedures
possible are in place in order to control hazards in a
general way. Once this has been achieved the
HACCP principles can be applied (see Figure 1).
The HACCP system can be devised following the
steps outlined in All.3.1 to All.3.13.

HACCPIE, $ N TOEEEHREZXEDT=HDGMP
NETFEND(THEHE. TRTOIAREEOHLEE.
DRATLRUFHREN, —RGHETRELZEET
B=HIZBASND) BEICOHERICERAIREE L
b, CnAER SN I-15E . HACCPIREIASEARIREE
5% (H15H8) , HACCPY R T AIXM AN T.3. 15
BABITEER SN = FIBEIZHELMERLRTRETH D,

All.3.1 The HACCP team

0.3.1 HACCPF—L

This should include key personnel from all parts of
the business, e.g. a technologist, microbiologist,
production manager, quality assurance manager,
engineer and purchasing manager. The support and
commitment of all staff is essential to the success of
the exercise. The team members need to have
relevant practical experience, knowledge of the
products and processes within the study and suitable
training in how to undertake a HACCP study and the

HACCPF—LIZIE. HifiE. MEYFE . HETH
HE.RBERIAEEE. IV TRUBEEEELL.
ERDOHOWEINFOEELAMDEEND, EHED
BINZIEER2YTDXERVEASHARATRTHL,
F—LAVN—(IEET HEFRZEER. AROEHEANT
DB RVTOERDMBEEEFS . HACCPHIZE DX
% R UHACCPIRRIDEED = DB HHEE =
FRFNIELZESEN, F—LAN—DISERIE1EH
AKX DHACCPHHEZE Z TR T IFIESIELVAS,
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implementation of HACCP principles. At least one
member of the team should have formal HACCP
training but all team members need to be trained in
how to utilise the HACCP principles. The team are
also responsible for ongoing review and
management of the HACCP system. The
management of the HACCP system and the
development and implementation of the supplement
safety control system remain the responsibility of the
manufacturing organisation.

HACCPRRIDFI A& DBHEEF — LA \—2 B A
ZTHMBENH D, F—LIEFE, HACCPL AT LD
RGLRELEBOBEEES, HACCPY R T LD
EEHVIZHTUA DR S ERFHEDERRUE
Pl L TR REDEETHD,

In the event that external expertise is sourced to
assist with either the development or maintenance of
the HACCP system it is critical that the management
team should not delegate responsibility to the
external resource. The quality of the external
expertise should be formally assessed including the
amount of appropriate experience in the supplement
industry and the provision of appropriate references
from current clients.

HACCPY AT LD R FE - [T HEF D LNFT A D ES
[CHBMEMREFIALIBE ., EEF—LASMEIDA
MIZEREEZRZBLLGVRIIZTHIENEETH D, o
HEMROEF, YTIAVLERTO+RERBRYS
WEDIZAT7 Do DELNGEE TRIEESHIER
(LA ry (o

All.3.2 Describe the product

I.3.2 RamDicit

This will include the identity and quantities of active
and other ingredients, the structure, processing and
presentation form of the supplement product, its
packaging, storage and distribution conditions,
required shelf life, instructions for use and any
applicable microbiological or chemical criteria.

HADERICITFERS RUZEDMD RS DR —1%
RUE. HTVAU M ROBE MIRUEE. &
E.RERVRBERE. ROONDRERFHAR. &
AETERSUMEMEET I FREITERS
BIETRENEFEND,

All.3.3 Identify intended use

1.33 FEABMDEE

This will include how the consumer will normally be
expected to store and consume the product and
needs to give consideration to any vulnerable groups
within the population.

FEREMOREECT. BFICHAFINIBEDNRER
WHEAEX, TTICAODHDHEHTZTENDEE
DRLEMENEFEND,

All.3.4 Construct production flow diagram

01.34 R 70—Fv—rDETE

This should include details of all processing steps
throughout the entire processing chain, from receipt
of raw materials to placing the end product on the
market. This information should be put into a
detailed flow diagram together with adequate
technical data.

HHI7O0—Fy—rDOREDPRIZIE, FEMHEDOZEHLH
LOEERHAOETEFTOMIFI—2FZELTM
IFIRDFMNEEND COERIE. +2ETI=D
T —REEICHEMGTIO—Fr—MIHRAEND,

All.3.5 Verification of flow diagram

I.3.5 20—Fv—rDEE

Visual inspection of the processing steps is required
to ensure that they are a true representation of the
processes. This verification should be carried out
during normal operating hours, and the flow diagram
must be amended should any deviation from the
steps be noticed.

MIFIENTOEREELLRLTWNAIEEFRIIT S

=012, BIRBRENROONS, CORIEITEED/E

£BERICEREIN, FIEMSDEBFICKROLNBE
[E70—F¥—rEBELESTIIELALY,

All.3.6 List all hazards associated with each step
and list any preventive measures to control hazards

1.36 FREICEITILBENRTRVEEEED
=HDFHEEDRT

A hazard is anything that can harm the consumer
and can include biological, chemical and physical
hazards. Preventive measures are the actions that
are required to remove or reduce the hazard
occurrence to an acceptable level. In certain cases a
hazard analysis may show that hazards can be
controlled simply by following all hygiene
requirements and best practices.

BELL HEBICEZRIETAREMELAHY. MEY
8. B2 MENGEREZSTARIEDHHELDNT
Hd, THEELL. BREOREEZRETRLLAIL
FTREFEEBOSEDIHETHD. HHITELT
. BEMIICEY, BENFEEHRUARRNTS
DTARIHSTZIT TEEARETHAHEABALMNITE
SEENH S,

All.3.7 Determine the critical control points

0137 EEEHERADRE

Through the use of a HACCP decision tree (Figure
2), the HACCP team identifies those steps that must
be controlled to eliminate each hazard or minimise

HACCPRE #f (H2) DEAZEL T, HACCPF— L
. BEEERELEY., AIREMER/IRICIA YT
BIBHITEBLEBTNELSLEVFIRERES S,
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its likelihood. These are the Critical Control Points
(CCPs). It should be noted, however, that in certain
cases, it is not possible to identify critical control
points and that, in some cases, good hygienic
practices can replace the monitoring of critical
control points.

LONEEEE R (CCP)THD. BL.TZBEIZKH>TIEE
BEEBAZHETSEATARETHY., -, HEIC

FOTREEEBANERIFELDTVR-TSHT

ARIZKYIRARIBETHAZEIEZETRDOHLNTINS

CEITEERTRETHD,

All.3.8 Establish target levels and tolerances for
each CCP

138 FEEEELADBFEKERVHREHRH

Target and tolerance levels need to be specified for
each preventive measure, taking into account
potential fluctuations within the process, in order to
be able to monitor the Critical Control Point in
question and ensure that critical limits,
corresponding to the extreme values acceptable with
regard to product safety, are not exceeded. They
should be set for observable or measurable
parameters, (e.g. moisture levels, pH, texture), and
should be based on firm evidence that the chosen
values will lead to process control. However, the
requirement of establishing ‘critical limits’ does not
imply that it is necessary to fix a numerical limit in
every case.

BRELG- TG EEEELAZERL. A DEEDER
2HICEALTERTEIREICH LT IEERERAELE
ZTWVEWIEEHERTEDLSICT R0, TAER
RNDEBEMLETEEREICANDD, BFHIEEIZD
WCBEBRUHBREFEDKELZEHIVLENH D, C
NSIEERBIATEEMN DRIE AIREE /NS A—F—(GEEL AR
L pH, TORF¥EE) IZRHLTRESh ., BIRLE-E
ENTOERER(CDENDEWNSIHEMNTIEIZED
GCELVMMEBEEIZRTEIILERIE. ZNEN
DEEDHEREERETIVLENHDHENIEKT
[EEHEWNITEMERTRHON TS,

All.3.9 Establish a monitoring system for each CCP

0139 REREERDEHRFEDRTE

This must be documented and will detect any loss of
control at the Critical Control Points and provide
information in time for corrective action to be taken.
For each CCP, the HACCP team will decide what
form of monitoring is to be done, when it is to be
done and who is responsible to maintain control.

ERHIEIXELSNGTNIEEDLR, T, Sl
TRECEETERZERL. ZEHEOREICMHICE
SEITEHRERMS H. HCCPIZDLVT, HACCPF
—LIFERME. e, FEBEREEETREY
%o

All.3.10 Establish corrective actions

I.3.10 2EHBEDHRTE

Establish what corrective action must be undertaken
when monitoring identifies a deviation from a
documented target level. This should include who is
responsible for implementation of the action, what
action is to be undertaken to correct the deviation,
what action is to be undertaken with regard to
products manufactured whilst the deviation occurred
and a written record of measures taken indicating all
relevant information.

ERICKYXEBILSN-BEKENSDEBFIFES
NEGBIZEDLILGRERBEERT HRNENEEE
ET D COFICIF FHEDEREREE. &IEERIE

T AODEMBIBE. ERIEAFEL-MIZEESINT-
HRIEATIEREERVT R TCOREEERETT.
ERBEOXELRHZNEEND,

All.3.11 Verification of HACCP system

I1.3.11 HACCP#ll E D #&EE

This will involve finished product testing, inspection
of operations, audits, review of records, confirmation
that CCPs are kept under control and validation of
target levels etc. The verification should be carried
out by someone other than the person responsible
for the monitoring and corrective actions and needs
to be fully documented.

HACCPHIE DEEIZIE. EREBEE. ARL—ay
BE. EE. LHERAE. CCPArERTIZHAI LD
BRUBEZBKEDZUMRINESEND, REEIL. B
FBRUVREHEDEFZFUNDELOMNEREL, TLIC
XEILSNIDLELHD,

All.3.12 Establish record keeping and
documentation

12.3.12 BHREERVUXELDHRTE

This requires good document control and a set
procedure, (appropriate to the nature and size of the
business), which will ensure that HACCP activities
keep pace with any proposed changes, e.g. to
ingredients, processing procedures, etc.

EREERUOXELT. (BXOHEELHREZEIZELT)
BUGXEEEE—EDOFHEIZHEELL,. CHIZKY
HACCPEEIM (B9 I FIEGEED) ERE(CHESE
[Zx T 5,

HACCP-related record keeping can be limited to
what is essential with regard to product safety, but it
must be remembered that these records need to be
sufficiently adequate to provide proof of ‘due
diligence’ to the relevant authorities should the need

HACCPEIEMDNRHFEEIX. BRTRIZEVTARAIR
HBEDITRESNDEEEEAH D, BL. CNHDEEEF
. BENECIGEEIE. BEEFICITa— T2
VAIDFHLEL TR T EDITHRITE Y THIDE
NHEENSTEEZENTITESELY,
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arise.

All.3.13 Review of HACCP system

12.3.13 HACCPY AT LM REEL

The HACCP plan should be re-assessed at least
once a year to ensure it continues to provide a valid
system for the identification, assessment and control
of hazards and risks associated with the supplement.

HACCPT SV (&, YAV MBI BRERVIRY
DOFFE . FHE R UV ERICE>TRAREL THMLHIET
HAHAZEERIT A0 RIE1F(C1@IEHFHHES
hd.

Figure 1 - Seven principles of a HACCP system

1 HACCPL AT L®DT7[RE|

Figure 1 - Seven principles of a HACCP system

Identify all hazards (microbial, chemical and physical) that must be
prevented, eliminated or reduced to acceptable levels (hazard analysis).

Determine Critical Control Points (CCPs) at the points/ procedures/
operational steps at which control is essential to prevent or eliminate
a hazard, or to reduce it to acceptable levels.

Establish critical limits (e.g. time, temperature, weight) which must
be met to ensure that each CCP is under control.

Establish and implement an effective monitoring system for each CCP.

Establish the corrective action to be taken when monitoring
indicates that a CCP is not under control.

Establish procedures, which must be carried out regularly, to confirm
that steps 1 to 5 are working effectively.

Establish documentation, appropriate to the business size and nature, to
demonstrate and record the effective application of the HACCP system.
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Figure 2 - HACCP logic sequence: decision tree
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Source: Codex Alimentarius Commission, 1991

Annex IV

Bt Il IV

Some current definitions of supplements that are in
use globally

HRATHEFASATOSIYTYAVMDER

AV.1 Non-legislative definitions

1. FIAELDEE

Codex Alimentarius

I—TYIRAEEER

Vitamin and mineral food supplements for the
purpose of these guidelines derive their nutritional

A—TYIREH EOEFIVRUSHRTIIL-T—RHT)
AUbEF, RBEZHBEEEN, TELTENLAE
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relevance primarily from the minerals and/or
vitamins they contain. Vitamin and mineral food
supplements are sources in concentrated forms of
those nutrients alone or in combinations, marketed in
forms such as capsules, tablets, powders, solutions
etc., that are designed to be taken in measured
small-unit quantities but are not in a conventional
food form and whose purpose is to supplement the
intake of vitamins and/or minerals from the normal
diet.

RO RWERIZEASIVIZHFET HEDTHD, ESS
DRUSHRIIL-T—RHTYAUNE, ThEDEREFR
NERFE-IIHEEE TRBEIN-HBRTHY., X
DEBMDOIETIIEL, SFAlSN -V EELATOER
ERLIEATEIL. &FE. MR, BREDOHETHRE
SN BEOEBENSDEAIVRWIFERITIZIRIILD
EmMEHIEEZBNELTLD,

http://www.codexalimentarius.net/download/standar
ds/10206/cxg_055e.pdf

http://www.codexalimentarius.net/download/standar
ds/10206/cxg_055e.pdf

http://www.codexalimentarius.net/

http://www.codexalimentarius.net/

(Accessed March 2011)

(201143A . £LERDHPIZT I/t R)

AV.2 Legislative definitions

2. IELDER

European Union

BRINES

‘Food supplements’ means foodstuffs the purpose of
which is to supplement the normal diet and which are
concentrated sources of nutrients or other
substances with a nutritional or physiological effect,
alone or in combination, marketed in dose form,
namely forms such as capsules, pastilles, tablets,
pills and other similar forms, sachets of powder,
ampoules of liquids, drop dispensing bottles, and
other similar forms of liquids and powders

@I7—KFH YAV IEIF. BEDRBEBFHTL. XE
FHELKTEEZMNEEZEFF ORBRIITZDM
DYMEERBLI-ELOT, BMXIIHEAEHEICKY
ERTESRK (HTIL, bO—F, f&F]. AFZ D
FBLOBIR, BAY. TUTILAY, BIFETARRL,
—ELETIENARELZOMBLUORERVHEKRD
FAK) CHRFESNSBREET

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?
uri=CELEX:32002L0046:EN:NOT

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?u
ri=CELEX:32002L0046:EN:NOT

http://eur-lex.europa.eu/

http://eur-lex.europa.eu/

(Accessed March 2011)

(2011438 . LEEDHPIZT I +EX)

The Association of Southeast Asian Nations
(ASEAN) (working definition)

RHET7OT7HEES (ASEAN) (T EER)

A ‘Health Supplement’ means any product that is
used to supplement a diet and to maintain, enhance
and improve the healthy function of human body and
contains one or more, or a combination of the
following:

[ANILR-HTYAUR [ EE BEEH D AMRDRER
IHEREZEHERE, 1L, M ESEA=DIZEASNS., U
TOIDUE, FEENALDBEEZETCHMESE
-d—o

a) Vitamins, minerals, amino acids, fatty acids,
enzymes, probiotics and other bioactive substances

a) EAIV IRTI. FI/EE. BRIAER. BER. T0/A
FT4VRARVZEDMDEYEEYE

b) Substances derived from natural sources,
including animal, mineral and botanical materials in
the forms of extracts, isolates, concentrates,
metabolite

b) Y. D EEER. =HEY. KBEDOREDOBY.
Y. e EESCERBERYE.

c¢) Synthetic sources of ingredients mentioned in (a)
and (b) may only be used where the safety of these
has been proven.

c) (@RU(b)THRALI=HHDERMIERIT, Ch
SNREMMNEASNTVDHEEIZOAERHE,

It is presented in dosage forms (to be administered)
in small unit doses such as capsules, tablets,
powder, liquids and it shall not include any sterile
preparations (i.e. injectable, eye drops)

AT, EH . MR BEROLSG RSN DED
(FBrEsn D) REDOHELZESHA ., FETH CEHHF
RUBE)FEFLEL,

(Working definition correct as of March 2011)

QOMEFIARANEEER)

United States of America

KE

A dietary supplement:

BATR)—HT)AREE,

. is a product (other than tobacco) that is intended to
supplement the diet that bears or contains one or
more of the following dietary ingredients: a vitamin, a
mineral, an herb or other botanical, an amino acid, a
dietary substance for use by man to supplement the
diet by increasing the total daily intake, or a

"BEEZMOCLEEMELIZ. UTORERSTD1DL
I h . FEEEATHWSRGZ(BN\TZRO T
Hb, EAZV ZRTIL N—TEITZTDDIEY.
Ti/B. G —BEREZBOYLILYBEER
SE=OITERATIBEMES . FEINODBERS
Di=EY . KB EY. RS MEYHLISHEEE,
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concentrate, metabolite, constituent, extract, or
combinations of these ingredients.

. is intended for ingestion in pill, capsule, tablet, or
liquid form.

SHEL AT IV, ERIFEIERAOHETERT 5
LEERLTLS,

. is not represented for use as a conventional food or
as the sole item of a meal or diet.

HEEXDBMELT,. FREBEDE-—RBLLTHER
SNBHTEIFLLY,

. is labelled as a “dietary supplement.”

THATR)—HTYAU R ERRENTNS,

. includes products such as an approved new drug,
certified antibiotic, or licensed biologic that was
marketed as a dietary supplement or food before
approval, certification, or license (unless the
Secretary of Health and Human Services waives this
provision).

FATZ)—HT) AU PELTRFESN T KR
HDHE . BEYEL LT EYRF), F=(XEFE
HDBERLGENHGEEL . (ARERBELENK
BREZTEALLGWNGEER)

http://ods.od.nih.gov/About/DSHEA_Wording.aspx

http://ods.od.nih.gov/About/DSHEA Wording.aspx

http://ods.od.nih.gov/

http://ods.od.nih.gov/

(Accessed March 2011)

(2011438 . LEEDHPIZT I +EX)

New Zealand

Za—Y—3UF

Meaning of dietary supplement

FATR)—HT)AV D ER

1) In these regulations, dietary supplement means
something to which subclauses (2) to (6) apply.

1) AREICHVT. FATRI—HTUAUREEQ2)D
S6)ENZLTINEEERT D,

2) Itis an amino acid, edible substance, herb,
mineral, synthetic nutrient, or vitamin.

2) TI/B.BRABS . N—T 32T ERRER
FRFERIUTHD.

3) It is sold by itself or in a mixture.

3) BAFLIFESHELTRSESN TS,

4) ltis sold in a controlled dosage form as a liquid,
powder, or tablet (which might be described on the
label as a cachet, capsule, lozenge, or pastille
instead of as a tablet).

4) IR MARFEIXEEH O LSGHERFIDORZRET
FEENnd. (SNILEISE, EFITIEG AV Z— B
T ERF YU T4—, FO—FlRE LR RTINS
BLH5.)

5) It is intended to be ingested orally.

5) ROERATHD.

6) It is intended to supplement the amount of the
amino acid, edible substance, herb, mineral,
synthetic nutrient, or vitamin normally derived from
food.

6) BE.BMMLEONDTI/B. BAKS . /\—
T . ZRI. AREBRFEFESIVDIEREZHS
ZEFERLTLS,

http://www.legislation.govt.nz/regulation/public/2010/
0005/latest/whole.html

http://www.legislation.govt.nz/regulation/public/2010/
0005/latest/whole.html

http://www.legislation.govt.nz/

http://www.legislation.govt.nz/

(Accessed March 2011)

(2011438 . £EEDHPIZT I +EX)




The European Federation of Associations of Health Product Manufacturers
EHPM Quality Guide

BENMIHERES
%100 ~—THEIC O S A H I

(EHPM. FERM

CHAPTERT E1E
Introduction LI
HEE FIERA B
CHAPTER?2 HE2E

How to Use This Guide AKEDFENA

This guide is designed to steer companies through the
various quality and safety control processes that are
needed to ensure the manufacture of safe and
consistent food supplements. When you have completed
studying the guide, the checklists provided with the
guide are intended as helpful tools that you can use to
establish your own level of performance or that of your
suppliers or contract manufacturers relative to the
quality requirements. These checklists are also freely
available on the EHPM website (www.ehpm.org) and
manufacturers are encouraged to use them to manage
their own quality performance and also to ensure that
their contract manufacturers and raw material suppliers
meet the required standards.

AEL.RETEHDOHDITI—FHTUAVLDOHER
IIHEBELEALRREREEEIOERAEELT. %
IZBNEZE5ZAZEFBMELTNVS, REFTA KD
SfRIC. BHOERE. F-EXREEHICEAT S
WMEBFEIEARNEXEZOEREZIBHAT I8
IZERTHEDTEDERLEY—IILELTRIFDF
YOYRDRAESIN TS, 5D F v ARTE
f=cEHPM DOz T HAMTEHTAFTES, &l
¥EFIEHOREXEOEEHL. FRAEEEERY
[FREREENBERKEISELTNAINEERT 51
DITFTY I ANEFESILEHET D,

In the diagram on the next page is an illustration of the
optimal process to be followed in the development of a
food supplement products. The diagram highlights the
various factors that need to be taken into account from
the product development stage all the way through to
the placing of product on the market.

RR—DDEIE, T—FHTYAV R FDORAFEIZEL
THIRNEHRBEITOEREHOHLI=LDTHS, CDH
FHGARDEENMHMDRETETCEZBELTERY
RERRAGERZHLSMZL TS,

This guide is focussed on common requirements
applicable to the manufacture of food supplements
across all countries. Readers are encouraged to study
the conceptual approach outlined in the following page
closely; the remainder of the guide will then outline the
practicalities of implementing the steps outlined in the
diagram.

ARERF. ITRTOEDT—FYT)AVMEEE(ITE
AShAHBEMHICEREZITTVD, HE [ERR—
DICBHRSN RN T ITO—FEIEKRT L,
REDZDHDR—IUTIE, RITHFESNF=BERTY
TEXRETHLTORAUZERAT LI FETHD,

In studying the diagram please note:

ARERFAITDIATUTICBETSHIL,

= The development process starts with the
identification of a consumer need (IDENTIFIED) and
ends with a corresponding product placed on the market
(FULFILLED).

"FAETOERTHEBEEO=—XDRBHEMNSIRFEY (BB
) BRETAEMETIGZBICHTEIATRTTSH(FE
B2 o

= Every step addresses two basic goals:

BEREICENT, LUTO 2 DOERBRICRYET,

* Food Supplements (FS) should be SAFE (no potential
harm to health of people consuming them due to
composition and/or process)

TJ—RFHTYAV(FS)NRETHAHIEFHRRV/F
FIEMIICKY BRI HEDBRICEETN RS
e DN L),

- FS should be TRUTHFUL (the health enhancement
due to a physiological effect should be corresponding to
the health claim made for the product)

‘FS MR THAH L (EBZMARRICKDHBERISE
EHRBOBRARTA-HLTNEIL),

~ Manufacturing a FS implies that the production
processes correspond to the obligations of risk
management (HACCP) and being able to trace back to
the origin of a quality problem (TRACEABILITY)

CHETOEZAN)RYEE (HACCP) &£i5éE. RERIRE
NS T-BENHRERIZETHBZENTESL(FL—
HEYTA),




= The process goes further with the post marketing
surveillance thanks to an organised system for
collecting and processing consumer comments or
complaints regarding the product

"HRICHTIEHBEOERFEHFENE  LE
T HRMAIGHENDH DD, BRFETERDAEAFTHE
THb,

]
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CHAPTERS

$3E

Introduction to EU and National Regulatory
Requirements for Food Supplements

T—FHT)AVMZET S EU RUMBEEOREIZEH
DB

This Quality Guide has been written with the intention
that it can be used by companies operating in any EU
Member State or country that is a member of the
European Economic Area (EEA). The requirements set
out in the guide are designed to cover EU legislation and
also national best practice in the area of food
supplement manufacture. While the remainder of this
guide will focus on quality and safety requirements for
the manufacture of foods supplements, this section will
briefly outline some key elements of EU and national
rules applicable that any company placing food
supplements on the market in the EU or EEA should be
aware of. Where possible, links are provided to the law
referenced in this section and companies are
encouraged to study these laws closely and ensure
compliance.

RREHARIX, TRTOEUMBEE - (FERMEZFE
B (LLTFTEEAIEWNS , FTARSUR JETY 234
BU/ILDz—hioi5, ) DMBERICEWVTEETS
TENMEATEDLSIIZEMM TS, RETHRESN
FEHX . EU OFRFEE T—FFTYANREDHE
TOEEDRANTSVT4REEHDEIHZEINT
W5, RAEDMOED TIET—KFT AV RRED -
HDGREREBEHICERELTTLSN., Ktevay
Tl&.EU E£f=l& EEA TTI—KRHTYALMERFET ST
RTOTENTIETREZEURUVREORFIOTIEE
FZO—EICDOVWTHERT D, AIEETHNIX. KtV 3
VTSBEINISERICIOMFINTWSDTERE:
MERTITERR) . BEFIIISDEEEZREL. BEIC
BT AIENHEINS,

Ingredients

%)
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The regulatory structure in place for food supplement in
the EU and EEA is not entirely harmonised. The level of
vitamins and minerals that can be used in food
supplements per daily dosage varies across EU
members states and there are also diverging national
rules in place on what other substances can be used in
food supplements and at what dosage. Melatonin for
example can be used in food supplements in Italy but
can only be used in medicines in Ireland.

EU BT EEA [ZEIFZT—FHT) AU LD REIH EIL
SEEIZT—HLTEHWEWL, =K T YA MIERT
BEREASVRUIRIILO—B H-YIERE(T EU /I
BECEIZERY, 7—FHTYAVMIERATTEELZD
HMOEREZTDEREICEATIEEDRAELEEL ST
WB, BIZIX, A= IEA2) 7 TIEBAICERTTRE
THEIM. FAILSURTRERIZOAEHATAEETH
b,

Labelling

KT

Directive 2002/46/EC on food supplements provides a
level of harmonisation on labelling requirements and the
procedure for placing products on the market. It also
lists the vitamins and minerals and their chemical forms
that can be used in food supplements though the levels
at which they can be used is regulated at national level
until such time as the European Commission produces a
proposal to harmonise levels across the EU.

T—FH T AN T 5154 2002/46/EC X, RRE
HRUMAFERFTOFIEICBELTHAETSKEFREL
TW%, T . EFIVRUIRIILRVIEVIZTI—FY
TYAUKNZFEATRERZ DD LR EEE SRS L TL
B 1=tZL. ERATREGKEICRL TIL. BRMEBESH
EU 2B T—HSE5EEEHTETRELANILTHRE
hd,

Aside from the food supplements directive, general EU
food labelling law is also applicable to food supplements.
In this respect, Regulation (EC) No 1169/2011 on food
information to consumers has a direct impact on the
labelling of food supplements through its provisions on
minimum font size, for example.

T—RFHTVAVMERITMA . EU O—RBRERTED
T—RHTYAVMIBEREIND, CORITDOVT HE
BIZHTHBEMIBEMICEAT SH%AI (EC) No 1169/2011
T XFORPMAXDESIGEHREEZBLT, T—FH
TIAVNDRRICEHRNGEZEERITT

Placing Products on the Market

BmDFET

The process for placing a product on the market is
covered in the food supplements directive. However, the
manner in which that process has been implemented
varies significantly between EU Member States. In some
Member States a simple notification of the product label
to the relevant national authorities is sufficient, whereas
in others the notification process foreseen in the food
supplements directive has in effect become an
application process where a fee is levied, a product
dossier has to be submitted and an authorisation
secured before a product can be placed on the market.
There are also examples of Member States that do not
require a notification before a product is placed on the
market. Some Member States have a mixed approach
where vitamin and mineral food supplements require
simple notification but products containing other
substances go through an authorisation system. Some
Member States also charge an administration fee for
products that go through their notification and/or
authorisation systems. The table below provides a
breakdown by EU Member State.

HWEADFEFELEFTOTALRIET—RHTYALMMEST
ERSNTWAS, =EL,. 7aEXDOEFRAEIE EU M
BEOBTREKELS, —HOMBETEIHISA
ILEEEETICRMNITAETTHLEDICHLT,
DETIET7—RHTIAVMESOBMTOELRA, £
BRICITHRFEITOERELES>THEY .. FHHE A HIRSH .,
AT IEHDIRENDELSN, B EAHKTET
BEERBRNCABEBL T NIELSE, F-, BWHEH
FRICEHMNEZLELLGEVNBEOHLH S, — 2D
MEBEETEHERIV - IRIILDT—RHTYAVNEE
HETTEND, ZOMORSEET B RIXAKERE
ZEBLAETNAIELRSANEWNSES7IO—FEE-
TWb, Fz. —HOMBETIEEMR Y/ FzIEK
RAEXFEBRTHIERICEEFRBEELTND, UL
TOXRIZEUMBEDRHNRERLTLS,




The information in the table above is based on research
carried out by EHPM in November 2014 and is subject to
change.

LEEDORDIFERIL. 2014 &£ 11 BIZ EHPM AEELT=
AEICEDONWTEY . EETHEREELH D,

Mutual Recognition

HE AR

While this section has outlined the various differences
between national rules applicable to food supplements,
one important piece of EU legislation designed to
facilitate the free movement of goods needs to be taken
into account. Regulation (EC) No 764/20082 is
commonly referred to as the ‘mutual recognition’
regulation. The concept behind this regulation is that if a
product is lawfully marketed in one Member States then
it should be allowed on the market in another. This is
designed in part to address problems in the free
movement of goods within the EU caused by conflicting
should
allow a product legally sold in one EU Member State to
be sold in all other Member States but in practice not all
national authorities apply this regulation fully.

national rules. In theory ‘mutual recognition’

At aVTIEIT—RFHTIAVMMIERAINSEZED
HABOBARERZRHRL TSN, BROBHG
BIHERETH-OIZESNT- EU BFEDEEL—R
ZEBICANDRLELHD, #RFI(EC) No 764/2008 (&
—{RICTHERZE IBHEEENS, RRFOERIZH
LT, HAHRLAMBED1 DTEEMIZHRTES
nTLWBOTHNE, HEOFHIBICENTEEHLN
BERETHZHEWNIEDTH D, CHIE—FIZIFRKED
RAIOF—HI-&YFELZS EU ATOBERDEEBE
DOFBIZHLTEHEEBHELTLNS, BifE, THHE
AERIZKY 1 DDEUMBETEEMIZIRFESNATL
AEGIIMOMBE T RTCTREARBDOONEIAE
N ERIZETRTCOEDEFAARRFHEZTE(CEH
LTWBhITTIEALY,

CHAPTER4 F4E
Quality Management mEE
4.1 General Principle 4.1 #28 ]

& EH-60




As a general principle, quality management is defined as
co—ordinated activities to direct and control an
organisation with regard to quality, according to ISO
standards. There should be a comprehensive system so
designed, documented, implemented and controlled, and
so furnished with personnel, equipment and other
resources as to provide assurance that products will be
consistently fit for their intended use. The attainment of
this quality objective requires the involvement and
commitment of all concerned, at all stages of
manufacture, storage and distribution.

—fRFEAELT, REEEX,ISO EE(CR-TREIC
BELTHIAMBEICIETE5AEETHAHATEEER
SN EEN—BELTZNERTAEREICAREL
TWBEWSRIIZ R T AH-HIC. BEHRHSI. X
Zibkdh,. Efich. BEBIh, £ . EEBE . &iF
RUZOMD)Y—ANEREIN-BIENLES AT L
NEETZETTHS, mEBZDZE/MICIL., &iE.
RERUVUAREBEDEZEETOLEAREOEEL T AN
WETHD.

The concept of ‘quality by design’ is important for
quality management. This means that the product should
be designed and developed in a way that takes into
account all the essential quality requirements.

TOF) T4 A THAO OB ZEXREEEICHNT
BEETHAD, NIRRT, IRTOREANLZEE
HEEEBICANT-AETER. ARINIRETHDHE
WSEKRTHS,

The quality objective shall be achieved by an integrated
system including Quality Assurance, Quality Control and
Good Practice. These three aspects of quality are
defined as follows:

mEBRE. RERE. REEERVITYN-T39T4
AEBOCHRABVATLIZRYER SN, MEIZEITS
oD I DDBEIFUTDEICEREIND,

4.2 Good Practice for Production

42 BEDF-ODTIR-TZ9T4X

The basic requirements of Good Practice are that:

TIR-TIV9TARADERNGEHFLUTOEEYTH
%

a) All manufacturing processes should be clearly
defined, and known to be capable of achieving the
desired ends.

a) BLETORRETRTHEICERIN, EFELLVEE
BEZERTERIEN DI LTSRS

b) All necessary resources and facilities are provided,
including:

b) UTFZELRERV—ARVEREMNTHRSATL
BCE

- Appropriately trained personnel

SEYRHHEERITEBA

- Adequate premises and space

BTG E KR VRAR—X

- Suitable equipment and services

BUIGRERVY—ER

- Correct materials, containers and labels

(EHGRS . BERUINIL

- Approved procedures (including cleaning, disinfection
and sanitizing procedures)

RBRSN-FIE(ER. RERVHESEFIEZSL)

- Suitable storage and transport

B RE R U EHIE

c) Operators are trained to carry out the procedures
correctly.

o) ARL—E—NIERICFIRZERET 2LIFESh
W5

4.3 Quality Assurance

43 MEBEREL

Quality Assurance is the part of quality management
focusing on increasing the ability to fulfil quality
requirements, according to current ISO standards. The
objectives of Quality Assurance are achieved when
processes have been defined which, when followed, will
yield a product that complies with its specifications and
the quality expected, and when the finished product:

RERIETSEEED—ITHY. J|ITD ISO H#E(C
HOGREEHEERTIEENORLIZESREZLTTL
B, TNICHAISHAERUVEFSNImEEHT- T8
MBNEEINDTHAIEVWSTOERAHERSN, M
DRBESNLUTTHSEE. MERIIO B E
BEhd,

a) Contains the correct ingredients in the correct
proportions

a) ELLVERANZELVEIETEATLS

b) Has been correctly processed, according to the
defined procedures

b) BASRSNI=FIEIZHEL, ELLIMI SN TS

c) Is of the purity required

c) BRSNDHMETHD

d) Is enclosed in its proper container, which

d BULBEHFICAOTLD

e) Bears the correct label (or is otherwise suitably
marked or identified) and

e) IELLYIANLN DTS (FIEELETNIEED)
[SX—ODDNTWS, FEFHESN TS M2
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f ) Is stored, distributed and recommendations given for
its subsequent handling in accordance with the
recommended storage conditions, so that its quality is
maintained throughout its designated or expected life

f) RE.REBESIN FEESNEFZETFESNLIER
HRFTRENHFSNDSISIC HESNIRESH
[T DR DEFRNAEAREN TS,

Quality Assurance normally covers the following points:

MERIEITEE. UTORAIUNEET,

a) Procedures are written in instructional form, in clear
and unambiguous language, and are specifically
applicable to the facilities provided

a) FIEMNRETE-EYLI-EETHEREATEDL
n.BIZEREBISERSINS

b) Records are made during manufacture (including
packaging), which demonstrate that all the steps
required by the defined procedures were in fact taken,
and that the quantity and quality produced were those
expected

b) HE(BELXEL)TALRLZELT, BHRERET
%, COREEIL. ARESNI=FIENKHEITRTDRT
VINERICEEEN . WEDERVENFEEYT
HHLEEAT D

¢) Records of manufacture and distribution which enable
the complete history of a lot to be traced, are retained in
a legible and accessible form

c) AVhDFELTBEMNEHAIAEGEERVRRELE
FAHIFRTREM DRI AR RE L ETREFESA TS

d) A system is available to withdraw or recall from sale
or supply any lot or product, should that become
necessary

d) HELGEES. OvbEEIIRSORSEELTHEE
BWEFE-IXEWRTES AT LAFEAARETHD

e) The quality assurance procedures of the suppliers of
raw and packaging materials should be monitored,
preferably with regular audits. A Supplier Quality
Assurance procedure should be developed to define the
criteria for selection, approval, review and ongoing
approval to ensure that purchased products and
services meet the organisation’ s requirements

e) EHRUVBEMBIEEEORKERLFIRIL. TE
NIEEMEEICI>TERING EBR-KE-BRER
UMHERZBOELEEZRET SOICHIEXED
mBERFIRAER SN, BALLEGEY—EZN
HEADEGHEZFB-LTVSIEERIT S,

f ) There needs to be rapid feedback of information in
the form of summaries of quality performance data
(accompanied, where appropriate, by advice) to
manufacturing personnel, enabling prompt adjustment or
corrective action to be taken when necessary; and to
the purchasing function in respect of raw material lots

) REEBETIDEHNORAT, BEHELYE~AD
HERGERD I — RNV IDBBETH D, ChIZkYR
BREHAEFLIVLELGISSXREHEEDEREA TTEE
1255, =, EMAEHOOVMIBELTIIEAELSEA
DIA—F NV BRBETHB,

g) Customer/consumer complaint samples should be
examined, the causes of defects investigated where
possible, and appropriate measures advised for
corrective action to prevent recurrence (see Chapter
14)

g BE/HEEOEREMEZRIL. BLEICHCTH
BEDFRRAZRAEL. BRHLDEOHDZIERHEIZE T
=BG RENET D, (B 14 ESH)

h) Due heed should be taken of new developments in EU
food legislation, especially those requiring changes in
compositional standards and labelling requirements
which may necessitate changes to specifications for raw
materials or finished products

h) EU BBREIZHITERT SHBE . FICEMHEE
FIEERMDOBRBICEENVELGDHAREMED HHEC
BEERUVRTEHICHLTEEZROHRF D5
A, TREET S

A continual review of the Quality Assurance systems
should be undertaken to ensure that they remain
effective. This should be done by self-inspections.

BRI EXAENMEER T S-OICHEMICE
ESNhd, CNFEERIRICE>TERSND,

4.4 Quality Control

44 RHEERE

To achieve effective control of quality:

MRV REEEEITIEHIC,

a) The authority and responsibilities of the Production
Management and the Quality Control Management
functions respectively should be clearly defined so that
there is no misunderstanding. Where possible, the
Quality Control Management should be on a separate
reporting structure from the Production Management
and be empowered to make independent decisions on

a) WEEHLREEENMOTNENDEREER
. BBRELELSELVKIICERTNBAEICERSN
%, RIS S . MEEENMIIEEEERMEEE
BOMEARFICEL. HRDOREICELTHRILZR
EETIEREEZALOND,
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the product quality

b) Adequate facilities and staff should be available for
sampling, inspecting and testing starting materials,
packaging materials, intermediate, bulk and finished
products, and where appropriate, for determining
environmental quality

b) HFER#. BEM. FEEA. NILIERRUTER
mEHL ., RE, BRI 5-0. FLEICKLTRER
mBZRETAEHIC. T RLGREEHEEZFATE
5&35129 %,

c) Samples of starting materials, packaging materials,
intermediate products, bulk products and finished
products should only be taken by personnel and using
methods approved by the person responsible for Quality
Control

o) HERHM. BEHM. PREAE. NLIEGZRUTER
mODEM T, REEEEEENKELLAZEZAL
T.BEDOAHAEYED,

d) Results of the inspection and testing of materials, and
of intermediate, bulk or finished products should be
formally assessed against specifications by the person
responsible for Quality Control (or a person designated
by him) before products are released for sale or supply

d) F¥. dEEK. NIWIESRFELEIERROBRE-
SHERIER (X, MRS HFTEE (IR BBICHEAINDH]
2. REEEBUE(FEEITEYEIHEESIAEEN
RBITHLTERIZEET 2,

e) Product assessment should include a review and
evaluation of relevant manufacturing (including
packaging) documentation

e) REDEEEZITIHEREEZSOINEDH
ERUVEHHZE T,

f ) Sufficient reference samples of starting materials and
finished products should be retained (the latter in the
final pack for the finished product) to permit future
examination if necessary

f) HERMERUVERGADOENGEERM (RELT
BaDRBUGREM) X, REGISERERENT
EDFRFSND,

See also chapter 16.

FI6EEZSRDIL,

4.5 Service Level Agreements

45 H—ERKEESE

A key element in guaranteeing that the quality and
safety standards set out in this guide are met is the
conclusion of Service Level Agreements (SLAs) with
sub—contract manufacturers and raw material suppliers.
An SLA is a useful method for clearly defining the
responsibilities and commitments of the parties to it.

FETEDIRE - TEMBEEISEAL TSI EER
ATHTEERI. FRAUEXERVEHMIGESEL
DY —ERKEESE(LLTISLAIEWNS ) DIFFETH
2. SLA FEFEEDEILEHBERRICEDDHD
BWEHETHD,

A good SLA helps ensure that raw materials and end
products are covered adequately by full specifications
(as outlined in the other sections of this guide). Best
practice requirements should be clearly emphasised, and
quality control, record transfer, coding, rejection, dispute
and complaint procedures be identified and agreed.
Items of possible confidentiality should be identified and
any appropriate safeguards be mutually agreed.

WIEASLA X, (REDME L3V THERLTWSES
V) EMEERBREEYHLTRTORBISETIZER
LTWAIEFHERTADIZRID, RAMTII9T4R
BEHMNIEoFYLEASh. REEE., SLROEE. 7
S . EE.ME.EFEFHEEIBFEESN. FESH
5, EMEDOEWAIREMEOHLIBEEEFEL. HOWPD
BUGFHFREMREIZEET S,

EHPM has developed checklists for verifying that
subcontract manufacturers and raw material suppliers
comply with the required quality standards. These
checklists can be dowloaded from the quality section of
the EHPM website — www.ehpm.org. You may also find
example(s) of these checklists in the pocket in the back
page of this quality guide. These checklists can be used
to

EHPM [FRFAHEXEFRUVERHBHBEFIROHON
DM BEEEEE LTSI EEIAT -0 DFy
HYRNEERLT=. SNEDF YD) AL EHPM D
ITHADREEI IV SE I O—FAEETH
B, F=. KREDHRAIDR—UIZHEF VI ALDHIA
BEIN TS, ChbDBE2)RMEIRD KSIZF A
ARETH D,

- Establish what areas need to be addressed in SLAs
with potential raw material suppliers or subcontract
manufacturers

CBEMTRERMABERETCEERRERELD SLA
TREODEDHETHERET S

- Verify that existing raw material suppliers and
sub—contract manufacturers are in compliance with
their SLAs

CBRITORMEERERVRAREREN SLA &8
SFLTWSHIEHERT S

CHAPTERS
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Food Premises and Equipment

BamER R UERRE

5.1 General

51 —fRFIH

Buildings should be located, designed, constructed,
adapted and maintained to suit the operations carried
out in them and to facilitate the protection of materials
and products from contamination or deterioration.
Equipment should be designed, constructed, adapted,
located and maintained to suit the processes and
products for which it is used and to facilitate protection
of the materials handled from contamination or
deterioration.

BYEZECTIONSERISEERSE D=0, T, R
HRUVHGDFREIEZIENCDRELRET 51
&, BCiE. XA B, BE. TSI D RiRIE. TN
NERAENZTOLARVERICHEES LSO, F
= RIS RBOFLEFELIEOODRELRET
Bzt KET. B, HE. BRE. HiFShD.

5.2 General Requirements for Food Premises

52 BEBHEED=-HD—BEMH

a) Premises must be designed to allow cleaning and
maintenance to be carried out to a high level.

a) BERIIEKETOFERERVAVT TV ADRRE
AIREICY B EIITEREI SN T NITASIN,

b) Layout, design, construction and size should be such
as to:

b) LAT7 b, &it. BRRUVHSAXEUTELDED
29 %,

- Permit hygienic cleaning, good food hygiene practices,
and suitable temperature/humidity conditions where
necessary

BEBETOER. BREXLIZBITRTYR-TS3974
A WEBERIGE . EYREE/BEREFTREICTS

= Prevent cross contamination in the premises and
contamination from external sources such as pests

RN TOZRFRRONEDFRR(EEEYS
E)oDEREHIET S

[NOTE: The Codex General Principles (6.3) contain
helpful advice on pest control]

GE:a—FTvIR—&ER|(6IIZRRr-avbaA—)L
(EEEYER)ICEHTI2ERETENSRADEE N
TW3,)

c) Facilities that must be provided:

c) UTZHAIHRE

- Availability of washbasins, lavatories

EEA.NMUNRATESZE

- Adequate supply of potable water

- BRFKD+ TG

» Ventilation 558

- Lighting - ERBA

= Drainage facilities ~HEKER 1%

= Changing facilities for staff REAVITD=HDEKRE

5.3 General Requirements in Rooms Where Foodstuffs
are Prepared, Treated, or Processed

53 BHENRE-LE-MIIhP2ENO—REH

a) Construction and design. Consideration must be given
to smooth, crevice—free and easily cleanable:

a) BERUEHKE . UTHESTEIN BN ECERMLR
BITIEH LB ELATNIEIESIEN,

» Floor surfaces -FRE&RE

» Wall surfaces -EEm

-~ Ceilings and overhead fixtures RHRUVERASZE
-~ Windows -

= Doors ‘BR

- Surfaces in contact with food -Bmh\EitT 5|

b) Facilities. Consideration must be given to facilities for
cleaning tools and equipment where necessary

bR fE. BEGISE ., BREERUVHED=HDHKR
LEELETNIEESR0N,

5.4 Premises

5.4 &}

5.4.1 General premises and buildings

541 R RUEMIZET S —RE1E

Premises should:

FERIFUTELDRIITT .

- Provide sufficient space to suit the operations to be
carried out;

BT AEEICEDLERETHHBAR—RZEHZA TS

= Allow an efficient flow of work

-NEMGEETO—EAREICT S

- Provide suitable internal storage areas

SEYGAMETRREERA TS

- Facilitate effective communication and supervision

NEMLGIZA =S —av RUERERET S
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- Be sited with due regard for the provision of services
needed and to avoid contamination from adjacent
activities. In existing premises, effective measures
should be taken to avoid such contamination

MBEESNDY—ERRBDIOC, Ff- BELTT
ONDEENODFREH LT H-DIC+NTEEE
OTEESNTLD, EFDRIETIE. SO5LER
ZLE T B=OICEDLEREERSD,

~ Be maintained in a good state of repair. The condition
of buildings should be reviewed regularly, and repairs
effected where necessary. Special care should be
exercised to ensure that building materials of
construction, repair or maintenance operations are not
allowed to affect adversely product quality or integrity

CBIFTHEEREZHBLTWS, BYOIREIIEH
MICRRINh, RELRISES(IHBETI. B%. WiEF
FIEAVTFUORATIEDEODEMIAERDREET-
F—EHICEEZEEZRIFSELVNESICTE=O. 4
A DWEBEITS,

- Be constructed and maintained with the object of
protecting against the entrance and harbouring of
vermin, birds, insects, other pests and pets. There
should be either trained personnel to oversee infestation
control or a professional infestation control company
should be employed for regular inspection, advice and
treatment if required

. RE. ERFLBZZOMOEFTEYRUAYE
DEABLUVFLEZMHCILZBEHICER. ST
W5, BAEEBZERIA-ODIIEERT-BEZ
BRET M. SVETNEEHRAREL REGIGEEET
FNARRVBED-DIZ. BABEEDEMEXEZEF
S ERSR

- Be maintained in a clean and tidy condition (including
processing areas, laboratories, stores, passageways and
external surroundings)

AR CBESNEREZMHFLTOS (T XE, &
RFT. REGFT. BEREUVHNBZED)

Manufacturing areas should not be used as a general
right of way for personnel or materials, or for storage
(except of materials in process).

EEREIEB A F X REHO—RAERE TR
BB (MTEEORERHERIELTEASNENET
[T,

Access to fire exits must not be blocked or restricted at
any time.

FEEONDBEREIVAGIRLTE. EW SN TIER
BIELY,

5.4.2 Ventilation and Lighting

542 MIT R URH

Buildings should be effectively lit and ventilated, with
appropriate air control facilities (including temperature,
humidity and filtration where necessary) suitable both to
the operations undertaken within them and to the
external environment. Air supply and extraction trunking
should be designed so that contaminants are not
introduced into products. All lighting appliances should
be completely covered by shatterproof plastic diffusers
or sleeve covers or, if this is not possible, by a fine metal
mesh screen, to contain any pieces of glass in the event
of shattering. Brittle Material procedures should be
developed detailing the action to be taken in the event
of any breakage or damage to glass, ceramic or hard
plastic items.

EYMIABTOEERVINBREOEAICELET:
BYGERFBCRE. BE. LEICIRCTHKES
L)ZHA. HRMICHRHA, BmRShd, BRRUHEH
BT EREMENRRICALLENEIITT H=HIZEE
FFEh TS, BEAREIX T AT, RELEGEICHS
ADWHRERMYAD DL, REFHIETSRAFVIT 4
Ta—H—FFR)—=THAN—T, FETNNTH]
BEESE. ERMAFOMBRY)—VTEEZICE
Hnd, EHEMEERSIFHREE. SR, BREFLE
BEISRAFVINBEBLIIBRICEINEHELENR
BIICEEEL TIERL S B,

Fans should be positioned in order to avoid
contamination hazards caused by either intake of
noxious vapours, gases or solids, or release of materials
which could contaminate [other] products, and with due
regard for the local environment and the avoidance of
nuisance such as odour, noise or dust emissions.

EREMT HEOIREE, ROV BEFEMERH
BEDRBRITADHLEICHREIEZLST. HEEL
AR HAEBERDOBRR. F=EHD) B mEFR
THRREMEDHIMEDHEDONT M LYRET
BERICKDBEEHTHEIICERET D,

Pipework, light fittings, ventilation points and other
services in manufacturing areas should be sited to avoid
creating recesses which are difficult to clean. Services
should preferably run outside the processing areas.
They should be sealed into any walls and partitions
through which they pass.

WERFETORE. RARKE. MRORVZDMOR
FIE. BRIV EHTHA-OITEEREPISELIEN
BWKIITERET B, RBIFTENFMIRE DS
BEY D, BiEIERET/NA—T1aVTEDONS,




Working conditions (e.g. temperature, humidity, noise
levels) should be such that there is no adverse effect on
the product, either directly or indirectly, via the
operator.

EXRERECRE.EE.BEOLALLGE) [FEHE.
BEOWTIIZEWTH, FEBICIS TRANERE
ERIFIEVEIITT S,

5.4.3 Floors, walls and ceilings

543 K. BRUXH

Floors in manufacturing areas should be made of
impervious materials, laid to an even surface and free
from cracks and open joints in areas where product is
exposed. They should be of adequate construction and
material for the wear and tear and conditions of
manufacture encountered.

BERBORKIIFHKEMTEOND HEHNTEHL
[CRBMIFTERE/FTTESTUUOIGL, HEEALE
HLUIZGo TN, BERERUVEERIZEET HKR
[SREA-EUTERERVEMTHEOINS.

Drains should be of adequate size, and should have
trapped gullies and proper ventilation. Any open
channels should be shallow to facilitate cleaning.

KRBT ED G H A X T, BEBEYRIBRRRBEER
ATWD, RAKERIE. BREBRICT H=HITELT
60

Walls should be sound and finished with a smooth
impervious and easily cleaned surface.

BIAAX T, REILBEOMNTHKEN  FRIABS T
T NIEESEL,

Windows should be of toughened glass or plastic,
adequately screened and secured, and with ledges
sloped away from the glass at an angle to prevent items
being left on them. Materials should be chosen so as to
avoid tainting or otherwise contaminating food materials.

BFBEDBONEESNFBIEAIREIFTIR
FuIEFERAL. BERFEDLICYERETELVWAE
THIADNBIERSE D RMITFILGL, FEEH
BRIFNIEEAMHEFTRIERVLDEES,

Doors should have smooth and non—absorbent surfaces
in order that they are easy to clean and, when
necessary, disinfect.

ROREL. FRF-FIVEGHESIIHEBINBRZTH
BFIIZ BEOMTHFRNEDNLDICT S,

Ceilings should be so constructed and finished that they
can be maintained in a clean condition. Suspended
ceilings should not permit the accumulation of dirt and
should be so installed as to reduce condensation, the
formation of mould and the release of loose particles.

RFAFFRGREBEMIFTEDIIICERLLE LTS,
RYRFAICKIFIVEBOTILLT TR EORE
RUSDBLID FORBERDSEDEIICERET D,

The coving of junctions between walls, floors and
ceilings in critical areas is recommended.

EELREOE KERVXHADEARICEI—Trv
T (B EFMTHIENHREEIND,

5.4.4 Cleaning and Waste

544 ERRVEEZHLE

All operations should be carried out in such a way that
the risk of contamination of one product or material by
another is minimised.

ITARTOERF. 1 DOEGRFELEIYWEI MBIZEST
FBEREINDIRIZER/IRIZT HPYATERSNS.

Waste material should not be allowed to accumulate. It
should be collected in suitable receptacles for removal
to collection points outside the buildings, and disposed
of at regular and frequent intervals. Disposal of printed
packaging materials or raw materials and rejected
products should be carefully controlled and a
reconciliation carried out on quantities used and/or
produced.

FEPEILBOTEELLN, BULGRFICED ., &
PMNBORBESEF~BESH . EHARNDERICL
DEND HRSh-BERMFLEEMHBRVORE
BRORERITIEFRKEEIN  FRBLAEEDE
BEMNMTONS,

There should be written cleaning procedures and
schedules for manufacturing and storage areas, external
areas and vehicles used in the distribution supply chain.
A Site Hygiene Plan should be developed to ensure a
hygienic manufacturing site, thus minimising the risk of
potential product contamination. This plan should be
regularly reviewed. [see: Regulation (EC) 852/2004]

HERUVRERE., AEREBOFRLECICTKRES TS
AF—VTHERASNIERDEFRODETDTOFIER
VFEREHAD. BEMNLEETHEFZHEERL, BE
MERRBLED)RIER/IMRIZT S8, TIHAD
BEFEFERT S, COFTEIEEHMICRESL
%, (38 (EC) 852/2004 B8, )

Vacuum or wet cleaning methods are to be preferred.
Compressed air, hoses, pressure cleaners, brooms and
brushes should be used with care, so as not to incur the
risk of product contamination.

WL DBRELIIKTDHRENEELL, [EHE
EREFEV)—F— KRR ENV)—F—[F>
ERUTIVE ERDFREBMEVESITEELT
EEERN
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5.4.5 Receiving and despatch areas

545 2F XX

Protection from the weather should be provided for
receiving and despatch areas, and for materials or
product in transit.

ZRERERVEEPORMELFHERZICOVNT. X
EDZENIRET D,

Where appropriate, a defined deboxing/debagging area
should be provided for those raw materials or packaging
materials which arrive in external packaging.

DEGISE NEOBETEELEZREMHEETRE
RMIIOVWTROON=FEALREER TS,

5.4.6 Personnel hygiene facilities

546 NESBERE

Cloakrooms must be provided and be separate from, or
partitioned from, manufacturing areas.

FMLUBHERENBENT, FEETONTHRES
nd.

Provision must be made for separate accommodation for
clothing and footwear not being worn during working
hours.

ERBRERISERLEVKRRR VB D= DIIIL
et T AN G E (A ANV A A

Adequate sanitary conveniences (flush toilets) must be
provided and kept clean, complying with the detailed
requirements of the regulations, including notices
instructing users to wash their hands after using the
convenience. Toilets must not open directly to
manufacturing areas.

RADFMEEHIZREL, BEELAL (KB DN EESF
SN FRICRENGINIEESHEN, MLUERRIC
FERIIOIMAEBIHETRT SMM|EST MLITER
EREICEEBLCTOTIEGLEL,

Rest and refreshment rooms should be separate from
other areas.

REEADOREMNSHIL TS,

Hand—wash basins and accompanying facilities (hot and
cold water or temperature controlled hot water, soap or
detergent, nail brushes and clean towels or other
suitable drying facilities) must be provided and kept
clean, at convenient places accessible to food handlers.

HEE EMHRET S8 CRAK - mKE=IXREFE R
BEZRK ., BEREITEF] . MIT SV ELVFRGST
IWEEIRBEY SRR R M. BEREIRESFIALY
FVERICRESN, FRICRE-hRIEEESE,

First aid materials as specified in the Hygiene
Regulations must be provided in a place readily
accessible to authorised First Aiders.

FMARATHESA-HEAGN, KEShHRE
BEAFALOT VMEATICRESIBIEEERLEL,

5.5 Equipment

5.5 &iiE

Equipment should be so designed and arranged as to
protect the contents from external contamination and
should not endanger a product through contamination
from leaking glands, lubricant drips and the like, or
through inappropriate modifications or adaptations.

HEIE. ABEMENEBDFENSRET H-DITHKE
SNEESNh, MRETSURRR., BERETREIC
KBFE. FLIEABEUNLEHEEIIEETZELTCE
RICEH T RETIEIALY,

5.5.1 Surfaces and Materials in Contact with Food
Supplements

551 J—RH YA MY SRE RV EM

All surfaces and materials in contact with food
supplements:

T—RHTYAVMIEMT SRERVERM L.

= Must comply with the Materials and Articles in
Contact with Food Regulation (EC) 1935/2004

"BRICEMITIMBERUYMEICET 5 BIEC)
1935/2004 [ZEHLL TULVEITHIEERS ALY,

~ Should be inert to the food supplements under the
conditions of use and should not yield substances which
might migrate or be absorbed into the food supplements

EREHICHSIGEGE TR TUAVNMIRLTERE
HTHAHAZE, T—FHTUAUMIBELEY . RIREH
YT AMEBEERESELGNIE,

= Should be microbiologically cleanable, smooth and
non—porous so that particles are not caught in
microscopic surface crevices and become difficult to
dislodge

MRAREOEINB 27 FARFYRENRE A
BIFLNRSIZ, MAEMMITKIFFTEET, BoA TERME
MR E,

~ Should be visible for inspection or the equipment
should be easily dismantled for inspection, or it should
be demonstrated that routine cleaning procedures
eliminate the possibility of contamination

BREDOEHIZBEICRA. AEABRETHLIZE T
FFFEDKEFFIRIZKY . ATRREDHDHFEEMNIRES
NBHIEZERAT B L,




All surfaces in contact with food supplements should be
readily accessible for manual cleaning or, if not readily
accessible, then easily dismantled for manual cleaning,
or if clean—in—place techniques are used, it should be
demonstrated that the results achieved without
disassembly are the equivalent of those obtained with
disassembly and manual cleaning.

T—RHTYAVMIEMT ST TOE. FEET
DEFOMR. BBICFINELS FEBBISFLEL
BWMGEREFERICEIRFEDDICEZICHEMN
AIEETH D, TE. FEXREFFENAVONLES
DERLEVTRBELEERN. 2BLTFERTHE
FLIREREFLVWCLEAT 5,

All interior surfaces in contact with food supplements
should be so arranged that the equipment is
selfemptying or self—draining.

T—RFHTIAVMEMT SNEBORE L., ZDKRE
NEATHEZEZT, BEKTHRIIRET S,

Exterior surfaces of equipment not in contact with food
supplements should be so arranged to prevent
harbouring of soils, micro—organisms or pests in and on
the equipment, floors, walls and supports.

T—RHTYAMIEMLAWREONE ORI,
RiE.R.BEUOXHOPEIREICTIE. HEY
FIIERNFETIDOEHCIIICHAET S,

There should be detailed written instructions for
cleaning and sanitising. Specified materials, methods,
safety precautions and suitable facilities should be
provided.

HRCHEDFODEB COFMGETREEAEY
5. HENEE, Ak . R2ICHTHIBFTERVE
UIRERIRERET %o

5.5.2 Plant and Equipment

55.2 THRUEEH

Plant and equipment should be cleaned and serviced
immediately after use. Any faults should be recorded.

IHRVRFEIEARELISERLAET . BE
WAEHEDTHEHET Do

Any missing components such as nuts, springs, clips etc,
should be reported immediately. All lots produced since
the previous check should be quarantined until the
missing item is found or the lots have been shown to be
clear (e.g. by metal detection or sieving).

RL. Eh. BOELENHMNBELGEEEIEDS
[CHET D AIEDRBRUBREESNEZAVMITA
T.REROBRONSH. AOVMZBEEA TN LM (E
BEAEFTESDVEELFE T FAASNLET,
fRBt=hd,

Procedures describing the action to be taken for the
control of foreign body contamination should be formally
documented, and personnel should be actively
encouraged to report without delay any incident of
contamination or potential contamination of the product.

EYICLDFBRD-OICHMonAEEZREL-FIE
FEXICXELSI. BRITFROEFHEFHAHD
BROFMREMEEEFGEEHRET DI IBIBMICEMS
nd,

Plant and equipment should be checked for cleanliness
and integrity before every use and to this end should be
designed with sound, secure, quick—release systems for
inspection and disassembly.

THRVERKICOVWT, EAFNIICER., FRES—
MERBRT D, CO=. BFE  RENDERMLB S
RBRUDBRURAT LEZRA-THERUVRFEERETT
%o

Appropriate precautions for ventilating fumes from
power driven equipment, heaters etc should be taken.

HEFREE—2—DHANLOHRIZHLTE
FHIEEERS,

i Y] 75

Preventive maintenance should be considered for all
equipment and components. A maintenance procedure,
based upon risk assessment, should be established
covering both preventive and responsive maintenance.
This procedure must be highlighted to maintenance and
machine servicing contractors.

FTRTOEBERUHGIZDODWTEHHGEALT VA
Eﬁn-]-_g_%)o )‘/TT/Z%:‘fuu.%(i\ 'J17n:|:‘[ﬂﬁl-§’3
E.FHHRURLMAAS T RO AERRIZIE
K9 %, COFHEIEATFORARUEHISEFEE X
FIZH L THRALG T NIFESEL,

Regular calibration of all measuring equipment (weight,
volume, temperature etc) should be carried out using
suitable standards. Detailed records of the calibrations
should be maintained and routinely audited to ensure
that all calibration is up to date and that the equipment
is working to the required level of accuracy. Once a
piece of equipment has been calibrated it should only be
adjusted by authorised personnel according to
prescribed procedures, with any adjustments being
formally recorded.

FTRTOHAEE(EE. REHRE) DEHBRIE (v
ITL—230) (FBEULGEEFZRAONTERINDS, BKIE
DFMLBRRIEIRFESN. TRTOHRELEHFINT
BY . BBNERINIBEELANILTHEELTLNSIE
FHERT A=, EHMNLEEEZ(15. —BEHLEE
NEESNDE TOEDABIEZBEIN-BEDOH
DATEDFHMEICK->TITI, FABETHIIHESIETE
KIZFEHTRT D,




Procedures should be in place to ensure that all product
produced since the last satisfactory check can be
identified, isolated and retested should the inspection
and testing equipment be found to be functioning
incorrectly.

BRERUVHBEBNEREICHEEL TLVELIEAHIBA
LEzBE . RBROEREFIVIUREBESNZTART
DEMIZTOVWT. BHE. RERUVBRENTETHS
CEERIET A-ODFMENEHEEND,

Only potable water should be used as a minimum
standard for all uses in production. Higher standards
(such as de—ionised water) may be required for certain
operations or products.

HEDHOWIARD-ODREEELLT, B K
DHNMERSND FEDEEFFHAICEALT. &£
VEELGREBRAT U KEE)NBELGDEENH
%o

CHAPTERS®G $6E
Personnel and Training REBRUHHE
6.1 General 6.1 —fix=EI18

Compatible with the size and type of business there
should be sufficient personnel at all levels with the
ability, training experience and, where necessary, the
professional and technical qualifications, appropriate to
the tasks assigned to them. Their duties and
responsibilities should be clearly explained and recorded
as job descriptions or by other suitable means. Formally
authorised and documented deputies should be assigned
to cover the absence of key personnel.

EXDORBLEEHICEDET. HoWPHLNILDEE
N HERBRELIVLERIGS EFMREERERD
THRBEAEMN, BYLETOoNSERFICISLTERESN
2. ENEFHLERIT. BF LRI EZDHDE
UG A TCHEICEHESN., BHEINnd. TEBED
FHEERITITEOOREBANEXICEKESAXEL
Shb.

6.2 Training

6.2 BHE

Training should cover not only specific tasks, but best
practice generally, and the importance of, and factors
involved in, personal hygiene. Training should be given to
each new employee upon employment and then
repeated, revised and enhanced as applicable, with
consideration given to any language or literacy
difficulties. Refresher training should be given
particularly in the case of poor hygiene practices being
identified.

HHE [E45TE DEFEZ (T TR —RBRBARRN-TS507
ARAPEANDEBEDEEREEZNICEAHDIERIZDOL
THREELTWS, THEIEHIBBE D A#LEIZITH
nN.ZO®VERI)TIV—DHEEZEELDD., &
H.BYRShY, BE-BIELTERINIZYT S,
BUHE L. FEELAMNREINEEEIZIThN
%,

In addition to the training of employees involved in
production and quality control, appropriate training
should be given to all those who have any contact with
the manufacturing areas or activities, such as office,
maintenance and cleaning staff.

HERVREEEICAOIREEDHEDIZHIZ,
HERBFLILEHETIHEELE(FHKE. A
DTFTUARRAY IR VERRZYIEE) TR L TEY)
HBHHENERESIN S,

*Persons involved in the training of food handlers and in
the administration of internal and external audits should
be trained to a nationally recognised standard where
applicable.

BRIREDTHER VAR - SMEIEEDEERICEDD
()T BZETIER. TOETEDONI=EEIC
BHhETHEERITS.

Training should be planned and recorded for each
individual employee.

PHEIIREE CLICFESNEL RSN D,

*Persons — in this context allows personnel or external
consultants to be used.

* ZOXARTIE. tRADOREESERUEN IV YILEY
rEZLT S

6.3 The Training of Food Supplement Handlers

6.3 7—RKH T AL FERE D FHE

The Regulations require the food businesses concerned
to ensure that food supplement handlers are supervised
and instructed and/or trained in hygiene matters
commensurate with their work activity’ .

RABBZLTIRREEEIC. 7—FHTUAUMRIEK
EZEEBEL. TOEXEYICHL-EBLEMEZREER
WEEFIBLTWAIEEZRET 5 EERHTLY
)

Guides will allow companies to consider and agree what
arrangements are necessary and appropriate to their
particular circumstances.

HAREFRATAHET. ERIFEDKRRTTED L
SBBMYRDALETEY THAIMNERALEEZTES
F2I275%,




Food businesses are responsible for identifying the
detailed measures necessary and relevant to their own
operation. These measures should ensure that all
potential food handlers, including supervisors and
managers, have the knowledge necessary for them to
play their part in handling food hygienically so that the
health of the consumer is properly safeguarded. What is
appropriate in one business will not necessarily be
appropriate in another. For example:

BEmEXEIBHOERICDENDRA T HeFMLE
BZREITHEHBEEI. ChoDBER. HEFEORZ
BAELICRESNDIIIC. EBEERVEEEZS
CIRTOBENLGEMDNFESBRRHDFHENTER
DIRWNZEITEEBOREER-T LTRELGNHE
BLTWBDILEZEHMETHEDTH D, HHAEXRTHEY
BEDAIMDEEXETRELT LEBETEFELEN, FIZ
EFUTDEEYTH S,

- Some businesses have a high turnover of casual
labour making formal training difficult, but making good
instruction and supervision very important.

EOFICIIEHEVNTBEOMBEAS(ERXE
THENRE AR ECHEH I, BULIEREEBNERE
ICEETHS,

= The nature and type of supervision necessary will
depend on the number of food handlers within the unit of
the business and the nature of their work.

-DEGEBOMELEEL. FXEMANDOR IR
BOBEZDEEDHEEIZKD,

The supervision and instruction and/or training needs
must relate to the work undertaken by food handlers
themselves and those in the nearby environment and
the risks to food safety presented by their activities. In
deciding on the relative risks presented, food businesses
should consider:

E”E‘ BREV/FEIEIHEOHENEIT, BRIUEE

MNITEE. EBOBRETITONAEERVEZICEK
URETIEMREMICHITIIRVIZEET S, RE
TEHEEVRIZRETHE. BRIUEEIEIUTES
EBIZANS:

a) The nature of the food supplements with which the
operators work, for example, food supplements in
capsule, tablet, liquid or powder form, each of which
have different levels of concern

a) RIREBEBIMEET HT7—FHTIAUOME., HIZEF
HATRILBTUYR BREFELEBRET, WFhEEE
FTHLRNILDNELS,

b) How operators handle foods supplements. What
processing or preparation is being undertaken? Are
there risks which the food handler needs to be aware of?
What are they, not forgetting microbiological, chemical
or foreign body hazards? This may include, for example:

b) BIREICKDT—RHTIAVCDEZRWNFE, ED
FOILEMIFEBREEITINED . EMEEEN -
THEREYRIEHLHD MEY . LFEIXEDIC
FEBEFIFHRELT, AL HEMN. ChoDHI
FBIZIFLUTOLDAEFENDAAREENAHD:

- Ensuring that staff are aware, when handling
supplements in forms such as gelatin capsules, of the
need for high personal hygiene standards. Food handlers
should, where necessary, be aware of procedures to
keep toxic substances, such as cleaning materials,
separate from ingredients and products, or of
procedures on a production line to check for and reduce
the risk of foreign bodies such as glass or metal in
products

'U'j'))(/l*jét77'/737o’b)b7;&0) ZHETEUR S5

B RAVIDNEELEANDBFEREOLEEZERHE
L,’CL\%_&E?&F'?’%O BEamElEEE. #ZICIEC
T.BELGEOAEYEZREMHEFEFEENSEN
TRETIHIFHREO.HRRNITHIRPERELGEDE
MMNEATDIRIEREBELBDVIESFHEEREL
TWEHRETHD,

6.4 Personal Hygiene

6.4 AADEE

Personal cleanliness and clothing: The Codex General
Principles (7.1 and 7.4) contain helpful advice on these
requirements.

{@Ao)jaﬁiigéﬂﬁ%o :l_j_\'\“jox—ﬁgﬁﬁu (71 &U 74)
215, ShbOERIZET S RALT KA AREEN
W,

Infected food handlers: The Codex General Principles
(7.2) contain helpful advice on these requirements.

BRELE-BAIRE O—Ty X—RERAI(7.2) 1Z1F,
NODEHICHATIERLGTRENARANEENTL
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6.4.1 Statutory requirements

6.4.1 ZEEH

These are as follows:

EEBEHREFLUTOEEYTHD,




a) Personnel must keep as clean as is reasonable all
parts of their person, clothing or overclothing liable to
come into contact with the food; must keep any open
cut or abrasion on any exposed part of their person
covered with a company issued detectable coloured
metal strip plaster, which must be issued, signed out and
checked at the end of production to ensure it is still in
place. Normal plasters applied to wounds received
outside of the workplace must be removed and replaced
with the company issued plasters. If a plaster is lost
during production this must be reported immediately to
the relevant manager and the procedures for the control
of foreign body contamination must be followed

a) BEX. BRICEMALOTVEEDH P DERAL.
KEF-IIHERE . S EMEEHETHRICELKZ
TIIELHEWN, BANER T I EICYIVEE-IXIRY
EhHZIBEF. SN ERTIREARELREDE
D, ERBAN)YTEEAZHBIETEDLLETIILESR
W SNIFEHICKYZHREINZED T, WEDKRTH
ICATEDREBIZH DI LERIIT H-HIC. BREESL
NLELEINS, FERMANTAFLEBOICERSNT:
BEOHAIZIEIRMYNL. SHEEOHBITLHL
BiHhEEsizn, SERIHBIEEM kLGS X,
EbICRETLEEFICREL. EYICLLFLEOE
BFHEEIOBITAIEESEEL,

b) Personnel must not spit, smoke, use snuff or chew
gum in any food room or room in which there is open
food. Food and drink must not be taken into or
consumed in production areas

b) BEIX. BREEXZEFLIIEBHNZBHLTLSE
BIZBEWT. DIEEHL EEZRS REFEEEMHES,
FREALENOZEIFEIEIA TS, HEREAD
BEmFELIESHOFLAHA, FIFERIZELEINT
W5,

¢) Personnel must wear sufficient clean and washable or
disposable overclothing (including headgear and, where
appropriate, neck—covering and/or beard snood)

c) BB+ HICEHERT, REAREEIIFEIMETD
HEEREERALETNIEESHL, (IBF. SHITRE
ISRLTRYIAN—RW/EIEOIFhN—ZE)

d) Persons suffering from, or carriers of, certain kinds of
infection (typhoid, paratyphoid, any other salmonellae
infections, or amoebic or bacillary dysentery or any
staphylococcal infection, which could include an
infected cut) likely to cause food poisoning, must not be
allowed to handle food; personnel suffering from any
such infection must inform the manufacturer who must
in turn immediately inform the relevant Health Authority
if required

d) BHREEZHRLESELIAHEEDOS . FEDREIE
(BOMEELTWAAEEEDH S, BF IR, /INT5FD
A ZFDMBHEREZYILERSEBREEE (T A=
FALLITHEERA. TEHOPETROERE K
PE)ICRELTWS, £EFREAELTVSABEIZLS
BERORMYFEWEEO TIEHELEL, ThDDREREIC
BEL-BACNEEEICHREL. ARKICEEESR
X BELNONIETZETIRBETAELICHRELE
[Fh(EiESEL,

6.4.2 Best practice requirements

6.42 RRAN-TSHOTAREH

In addition to the statutory requirements, Best Practice
(adapted to national requirements) may involve:

EEEHICMA ., ARMTS9TA R (EE DO EH(E
RAENB)IZIZUTHNEFENSAEEENH S,

a) The provision of safety footwear and suitable
protective overclothing, and the laundering thereof

a) MRVEDGHERDREMRVEDRZEICET
DIRTE

b) The provision of a separate and suitably equipped
changing room

b) MIILI, BULGRFERA-BEREICEHTSRATE

c) Pre—employment medical checks or certification so
that no person suffering from or a carrier of any of the
specified kinds of infection is employed as a food
handler. Visitors and contractors should be verbally
requested, prior to entering a production area, to inform
the relevant staff member of any recent illness that may
pose a risk of contamination to products. Contractors
should be asked to read the hygiene requirement
specific to that part of the operation in which they are
working

c) BEDRELEDREEFF IIREEHINERIIKE
ELTERASNGZEDHEWNES . ERRREZMHET-
XEERDZIE, FRERVEEEE L. EREIC
)\éﬁuks BUTHRIVIIC. HEADFEIRID
BEMOHIREDHEKICOVWTABETHRET LS
;R&)bnéo:ﬁﬁ%%li B DEEAA—FEHEOH
EHEROETROLENS,

d) The use of a personal medication procedure to

d BADBEIEEETLH-ODEANGERE, 2%

control personal medicines such as decongestant nasal | ADRATL—RAAEFE, FHEIERBLLLIIHERD
sprays and those for diabetes or asthma ATL—HE,

e) The active encouragement of personnel to report e) BEICEREERUVUEEREZHRESEI-HDEE
infections and skin lesions, and the encouragement of BITARER, £, EBREICINODHESR D IKIEK

supervisory personnel to look out for signs and
symptoms of such conditions

FERERRSE DO DRER,
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f) The following of ‘return to work’ procedures after
illness or holidays abroad with emphasis on diseases
contracted during the period abroad

f) BATORKELITKRBREE. BONFEPICHKE
LERRICEREEVT, BISERFREIZRS.

g) The prohibition of the wearing of wrist watches and
jewellery except for plain wedding rings or plain sleeper
earrings (without studs) for pierced ears in ‘open food’
areas. There should be a clear policy on the type of
jewellery permitted for medical, ethnic or religious
reasons and the controls in place to reduce the risk of
product contamination and ensure employees health and
safety

g BEMNBHLTWSIREICHITABFTEIE
HEMADBEROZIE, BL, YU T LG EIEGRE-
[FETFRARDBHZBEBDR)—IN\—AXJU T (RBZIED
BOED)EZBRG EEHN. ABFLEIRZ LOERT
FOONLEMHBOEBICEALT. £ ZDEE
AOEFOLSE BEDRBRELRLEHERT H-HICE
BT 5EERICEALTHBELAHERITEIRETHS,

h) Where the risk exists, the carrying of loose items
(including mobile phones) in the production areas should
be restricted or prohibited. Outerwear (coats or
overalls) should not have external pockets

h) YRAODNERTHES. BUMTohTORNV YA
(BEFBEFZEC) DHEREADFHAIHIRF 1
Bitahd, L& Q—FELIIEESB) ORIV
MIELNTE,

i) The removal of protective clothing before breaks
periods and on leaving the production area

D ARERFMOMERVEEREEMN DML, BHER
#HCE,

J) The keeping of fingernails clean, short and
unvarnished. False fingernails or nail varnish should not
be worn due to the risk of foreign body contamination

D M#EFFRIZ,. BGRL, I=Fa7%#L TR &,
EMIZKDBFLDOURID=., F1FMFERIFT=F2
TELEWNZE,

k) The use of procedures for hand washing, ensuring
personnel wash hands before commencing work, on
return to the production area, after toilet and rest
breaks and after handling waste or cleaning.
Antibacterial cream or gel should be applied to hands
after washing in areas of high microbiological sensitivity

k) FHEWNZBETEFIEICHKS. FFERBRT. FALE
A#RUKEBRBRICAEREBE~NRSE. BEYME
Fo-BFLIIFRBRDOBEDFRVEHMET S, M
EYRSUEOEVNVRETEER--&IL. REY) —
LFLEPIIVEFICEDIE,

[) The use of a specific procedure for gloves to prevent
them being a source of foreign body contamination.
Personnel training should include the understanding that
the wearing of gloves does not reduce the need for
adequate hand washing

D FRABYICEDHFRREGDHEZHLET H-0
DERGFIRICHES . BEDFHEIZE, FREEFERL
THTREFRVDOLERFIEDLGNEERT L
ENEEND,

m) The use of “Brittle Material” procedures (see 5.4) in
the event of breakage of glass or hard plastic lenses in

m) BRBEOHSREIIBBETSAFVIDL Y XHEE
BLIEE. THESEHMHIFIBG.4 SEBIZHKS,

spectacles

CHAPTERY E1E

Product and Process Development HORUOTOEAREFE
7.1 General 71 —H&EIR

A HACCP study should be applied (see section 12) from
the earliest stages of product and process development
to eliminate or minimise potential hazards and to aid the
incorporation of effective control parameters into the
product design.

HACCP &t/ ar 12 28 B)IX. AlRetEDH 2 E
EERELEYRIERICINZ YT B8, hOEE
FEHNSGA—F—DE BRI ~NDHEAAHEZIET D
O BHRERVCTOCRFARORLREVER L SE A
b,

Basic checks need to be made when developing a new
product or making changes to an existing product to
ensure that the final product complies with current
legislation regarding safety and legality and also that it
meets consumer expectation within the intended
circumstances of use. Testing and inspection
procedures should be developed to enable the
monitoring of relevant parameters and the application of
corrective action should results fall outside specified
limits.

HEMORAREFTEEFRTOEEADEBEDRE. &K
BN REMEEEEICETHRTEICERLTS
Y. ERYAERREANTHEREDHFICTLATY
BLEMET A-DITERRBROEBABEEL S,
HENMEORFENHENELDHEE . HBRRUR
BRFIEL, BESEHNIA—E—DERRVZERE
DERAMNARELEDLSICFHFEENS,

Continued attention should to be paid to any changes in
legislation to ensure that existing products maintain

BITORKNREDENHFICEVNTIAVIFATUR
EHBLTVACEERMET 5= ZEDHIEIZHL
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compliance in all areas of production (see 4.4).

THEHISERZD,

The following sections provide a guide to the necessary
checks that need to be made when developing a new
product.

UTDEI VT HFEGRAERICRRSBDER
RIRIZBETHHMFEREL TS,

7.2 Selection of Raw Material

12 EMEDZETE

Each ingredient should be characterized by a positive
identification (macroscopic/microscopic/chemistry) and
should be fed a specification with all identification
details and other parameters required to confirm the
characteristics of the ingredient (see Chapter 7 and
example in the annex).

FRA X (ERK. MBRHRVOHZHE) R — 452
[CEUEEAToh, B—EHEZEOFMT N TE K7
DFBELERAT IDICBLEESNDIETDMD/INT A
—S—ERAREENRMASND, (HAIE 7 ERV
BISHE. )

(a) The product specification:

(a) HEBRBIIUTDEEYTHS

= Product specifications should be developed in such a
way allowing the full characterization of the ingredients
along with limits or ranges of all the relevant parameters
that allow control of the composition of active
ingredients and all applicable legal requirements

‘HARBRRE. AL OESEERVT N TOERN
BERERZERDEITNTOEE/NTA—E—DRFE
HLKLERLLLIC. RS DEFERHDHTIETH
EIND

~ Limits and unofficial ranges should be realistically in
the context of an assessment of the risk

-RBAEEEAX DRI, REDVRVTHICEST
RETHD,

(b) Composition and activity of the ingredients:

(b) RO DESEARRS

= The composition and recommended doses of the
product must be significant and based on the use and/or
the specific knowledge of the product, and in the
common use of the ingredient. Once you have set the
composition of a product, the relevant active
components of ingredients should remain within an
acceptable range in each batch. The acceptable range is
determined by the chemical ingredient analysis and
active components known according to specifications.

BROESEERAEFERDHILDOTHRITINIE
o9 BEOMNA. WRICEIIHEDOMBR UK
DO—HBHGRABICEDVTOETRIEESREN, —
BRSBOEANRES-RIT. KO PDOEET HFZ
BADENNNYFIEICHBRBRERNICEETDEIICT
%, FREEF. L2 DT RURIBICEIEMDS
NTVWBEIHDITE>TRES B,

= Must retain records of analysis of lots and these are
must be compared regularly

OVrDRHEREREL. ChoDFERZEHMIC
HELGINEGRSEN,

= Where results fail to comply with the acceptable
range, the batch must be quarantined and cannot be
released for use, unless warrented by documentation

RERNHBDEHEEZEASBE . TD/N\VFERELE
FNIEE5T . XEICKHREENLZVRY ., FRDF=H
[CHRETTHCEFTERLY,

= Vegetable ingredients in powder or extracts that are
outside the chemical specifications may not be used for
the production of plant—based food supplements, unless
warranted documents

RRRRERICRULEVVRRE (T HBED T OEY
B &, REEELNZVRY  EPR—RDT—FKHT1)
AUMZERAL TS,

(c) Extraction solvents:

(c) LA

= All the extraction solvents used for the preparation of
extracts of botanical ingredients for use in food
supplements must comply with the legislation on
extraction solvents for use in food and residue limits
must not be exceeded. This legislation lists the
permitted solvents, and for a number, conditions of use
and maximum residue levels

HEMR S DB OERIZAN G S HIFEET
RT EDITERSN S AEICE Y IR (ICEEN
LTWRTNIEGLT . RBRAEZHEA TIEGELEAL,
COERERBASNBEEE-ERICL. TDO—HIC
FEAERGERREBLANILZLEEHL TS,

= The selection of the appropriate solvents and solvent
ratios is an important aspect of the extraction process.
Solvent ratios are normally defined in terms of the ratio
of the solvents (e.g. water/ethanol 60:40). In some cases
the percentage of the major solvent can be given (e.g.
ethanol 40% v/v).

EUAIE OB E SBELE L MEHTOERIZEN
TEELTETHD, BELLEIEE. FRINLSBE
DEEDHERMILEERINDS Bl K/T2/—)L 60:
40) , BEICKHOTIE FELGBEDEEGERTIED
TES M : =4 /—IL 40%v/v)




= The type, concentration and quality of each extraction
solvent will affect the spectrum of components obtained
from a given amount of botanical material and can have
an impact on the safety of the preparation

BHHBEOEE. RERVKEL. FIEDEYR
HOENBONIHS DERICEEESZHLIC
55, ¥~ . BEENREMICEEEZEZDFREMLH
%o

- A detailed knowledge of the chemistry of the botanical
material is required before the solvent(s) can be
selected. The chemistry of the material has to be
reviewed in the context of its aqueous (water)
extractable components and its alcohol/organic solvent
extractable components. Frequently, both forms of
solvent and the ratio of the solvents will need to be
adjusted to the proportions of the relevant extractables

CRIEAETERRELADETIC, HEMRERHHIZE T SR
BRALZHBNBEESND R DOILFEEE, K
HARIBERR D ETILa— L/ FAHIBE TOHEAH
BEGHAICROLTERAELATNEESEL, BERE,
BEOHERVBELEROMAZ. BETHHEY
DEIEIGCTRBLATNIEGSEL,

= Once the solvents and solvent ratios have been
selected, the substance profile of the native extract
should be compared with the phytochemical profile of
the starting material to verify that the solvent is
appropriate

—BBRERVBBELENBRINBE . TOBRE
MEIETHAHEEZMAT S RADHHMD AL
DOT—HEHREHOEMILENELLET S,

= Once a solvent system is selected and verified it
should not be changed, as any changes could result in a
significantly different extract

—BBRE AT LNERSWEIASI 56 T
BEBFIE CERGOIMHEBEREHECIRENH ST
O EBIRETIFEL,

- Once the solvent ratio/concentration has been
established, the acceptable tolerances for the variation
in the ratio should be defined. The tolerance is the
variation either side of the target quantity. For example,
a * 5% tolerance on a 60:40 ratio would be from 65:35
to 55:45

— BB LR/ BENEESNEE. TDEIEICE
[THREERDHBEMNRESND, FREIL. BEH=E
OEBAIZEBITEEERTHD, HlZIX. BIEH60:40 TEF
BEMNE5%ETDHE, E|E(X65:35 M5 55:45 DREIZA
b,

= It cannot be assumed that a single tolerance is
applicable for all botanicals. A justification for the
tolerance applied should be available

BE—DHBRENITRNTOEYISERTIRETHDHER
BT HERFTERGL BRASNDHFREICHT HHE
AFARIETHEINETHD,

(d) Aspects that should also be taken into consideration:

(d) F-.UTOAICLEERTRNETHSD,

- The format of the product (e.g. tablet, granule,
effervescent, concentrates, etc.) must be appropriate
and relevant to the active ingredients used

-HBOMEBETLyE B FaF., REDLEE A
YT, FASNSAMDEDITEELTOETNIEL
BIELY,

= The format of the product must be inert or should not
adversely affect the composition of the ingredient or its
biological activity

‘B EOBENTEETEINIEGSE0, HBHWEER
HOMREEEMETRICBEZEERIZTAAETIIA
LY,

~ Combination products must be properly tested before
full commercial production to ensure that there are no
problems of stability or other undesirable interactions
caused by the mixture of ingredients

CREAHEHGIE. REMICHEEN GV E FEHES D
BRICKYEFRLLLGWHEEERARELLZNIEEZR
ALY A0 EEMEEREERISEYGEHEREST
DEFNIFESEL,

- Certain aspects must be considered when choosing
vegetable ingredients are addressed in section 17.

HEYDEERICEE T AREHEDKRICONTIE,
+4S 3 17 IZR#Eh TS,

7.3 Check Legality of Ingredients for all intended
markets

13T RTOMETIBZICHEIT RS DE LR

As indicated in section 3, when developing products for
national markets within the EU it is crucial to take into
account the overlap between national and EU legislative
requirements for ingredients. For product ingredients,
factors to be assessed are:

923y 3 TRLIZESY. EU RO E D HiER (T8
MERERTHEE. TOEEEU DR ICET AR HIE
HEEZEBIZANDZENATARTH D RO
DWTIL, FHBT 2 ERIIUTDESYTHS,

= Compliance with any compositional legislation

BRSBTS RFDESE

- All additives permitted and below maximum levels

AN BALALEBABVENMT AT

= Maximum levels checked in products (e.g.
preservatives, antioxidants)

RS (RER. BAEHLERLGE) OV TRESM:
w=ALANIL

- Official approval obtained for novel ingredients

HRBEMICEALTRON-AMEER
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= All components of compounded ingredients permitted

PRSI E SRS DEKS

 Prohibited ingredients (such as novel ingredients) not
present

RS (FREBEREE) NA-TLVENIE

- Composition does not infringe patents

EEMFTERELTLVACE

- Irradiated status

(REMRR

7.4 Check Safety of Ingredients

14 B DREMHER

~ Raw materials and final product meet microbiological
criteria

EMHERREGRNIMEYEMEEEZH LTS
&

~ Formula considered for potential chemical
interactions

EERNTIEEHNEEEREZEELRS

-~ Micronutrient levels (e.g. zinc, vitamin A) are within
accepted safety levels and are appropriate for the target
population

HMEBREZROLAL (BN, EFIY ARE)NREM
DHFBLANILAILHY . HEZEHICHLTEYTHAHS
&

= Ingredients and final product comply with current
legislation on contaminants

A RUOEEREMATFRICET SBRITACERLT
LWaC&

- where applicable, safety checks have been carried out
on individual and combinations of herbs

HABTEIEEBENELTREON—TIZHT IR
ERIBERELTNDE

- potential allergen sources identified/substituted

BEShI/HKASNETLILX—%5IEREIT AR
HDHLIME

7.5 Check Stability of Formula

15 BEDRENHER

It is a legal requirement that a product, including those
based on botanicals, must meet the label claim
throughout the period of declared shelf life and must
meet the expectations of the consumer. Therefore the
person responsible for putting the food supplement on
the market has to determine the length of time during
which the product, after being packed for sale, will
comply with its label claims.

FRELOEHLLT. EYBEREZEOHRIEEEHS
N-RBEREFHERFTONILOBRFARFRIESLTL
BHNEEST M DEEFEORFICTEAGTNIL
BoEW, TNz, T—RHTYAUERFTETSH LT
NEFIT. BARMNRFGERICEEIN-E,. SRNILDH
FARRICHEETHEHMERETHLETHD,

The determination of this date is based on the date of
production and takes into account data from:

BEOHREFHREBEZEEICL.UTOT—2%2ERE
[CAND,

- Stability studies on the actual product, either from
real time testing or accelerated testing as determined
most appropriate to the particular product by the
manufacturer

CHERENREOHGICHEEHIMLIZUTILEA L
HRFLEMERBOVNTIAMNCES, EEOHRZD
TEMRE.

- Use of previous data from other stability studies made
on similar products, where appropriate

HUTHES. BURERICOVTEREIN-ZOM
DREMBRENSDBEDT—FDER,

- Extrapolation of results from relevant bibliographic
data

-EEYT ST — 2N LD IME

If stability studies are necessary to estimate the
shelf-life of a botanical product, (for example, in cases
where there is no appropriate accumulated data as
described in the section above), tests should be carried
out on the final supplement product as sold to the
ultimate consumer.

EHHERAOGERFHROREYICREESABRN
VEGEES BFIZIE, LROBULGERT —2H750
BE) RERHEEBICRTESNDYTIAU O RZERE
I L THEBRL RSN D,

As the product stability is dependent on the barrier
properties and seal integrity of the packaging, all
stability studies should be carried out in the selected
packs. Any change in packaging can require a
reevaluation of stability.

HRDOLREHITBEDEHERV—ILOTEEMEIC
&5 MEIN/ AV IITHLTIRTORE MR
BNERIND, \vT—VICERLHHIGE . TEMH
DBFHENERSNSAEEENH D,

The stability studies on the extract should be designed
in such a way that changes to the chemical composition
of the botanical(s) can be detected.

HMHEMICET SR EMNHRE. EYDLFAIMERLIC
XN HERERETHEDTELHAETHRIENS,




In particular, it is recommended that the following
factors are checked under normal conditions of
transportation and storage, both in sealed containers
and after opening and during usage, to replicate the
typical storage and manufacturing conditions of the
extract user:

MEYOI—F —DREMGRFIKER VR ERKE
EEBEIAH. B BEORERVRFRKR (&
HEBRUVHAHKR - ERAPOEA) ICEHFTHIUTOE
Hx Rk T H5IEMNHEREIND,

Organoleptic properties (taste, smell,
presentation/appearance, and colour) and notably:

BRFME (K. RV BRE-B/SMREUR), FIC

= Colour and flavour stability

-BRUVEAKDREM

Chemico—physical and microbiological properties, and
notably:

WIBEZ2RUMAEY R B,

~ That the final product does not permit microbiological
growth

ERAGICEVTHAEYDOEBENTEEETHLHZE

- Fat stability (oxidation/rancidity in fish or vegetable
oils)

CHEEREM (RHEIIEYEORBIE/ER)

-~ Physical changes on storage (appearance, caking,
hardness, aglomeration)

-REFOYEMEL SR, HY., B BE)

-~ There are no interactions between ingredients (to
confirm prior theoretical checks based on the chemistry
of the components)

-BRABOBEERANENIE (A DIEFEREEIC
EOERDERH L DHAREZIAT H7-0)

= Levels of any relevant active constituents and extract
composition profile are maintained within justified limits
throughout the shelf-life

EEYHERRS RVHERSDLAVIZET ST
—2F. RERFHROSEMGHBERNIREFSL
%o

- Where relevant, the stability in use of the
product/extract i.e. the stability of the product/extract
after opening the pack and during the expected
consumption period

BRAYTLER.EATORA/MEYORER (TR
o\ = ORFER. RUTFTESNSHERRA
DG/ HEHDRENM)

= Chromatographic fingerprinting to support the
composition stability

O DRERFINBATA-O0oO0INTST099-
T4 H—T)oT405 %

These checks allow the operator to ensure that the
expiry (Best Before End) date is valid for declared
ingredients. To examine this issue in more detail, a
useful point of reference are the recommendations on
shelf life for food supplements published by the
International Alliance of Dietary/Food Supplement
Associations (IADSA).

oD RIRICEY, RRBICELTHR B (B
R~R)DENTHHEZHER T HENTREICH
%o COMEEIYFHMICRANS-ODHEMGFME
#H, BRREMFDERBRES (IADSA) AR RT S
FATH)—/T—RHTIVAU O GERFHARICEET
S8ETHD.

Special attention should be paid to the stability of
vitamins in food supplement products as the amount of
the vitamin present can decrease over time.
Manufacturers can deal with this issue by ensuring an
overage during manufacture but must ensure that this in
done in accordance with the guidlines on tolerances that
have been published by the European Commission.

E4ZCDEEEIERFHMOBBICHEWNED T SHATEEMS
NHd=0,. T—FKHT)AV MG HRNDERID DR E
HIZIETERETEFILSRETHD, WEEEFEE
BECBZELTEHAILICIYCOBBEIZRNT S
ENTES BL, MNEBEESNARLTWSHBEICH
FTBDHARTAVIZERIL THT ORI RIEE ST,

7. 6 Check Legality of Labelling

7.6 REDAEMEHER

It is crucial to ensure that all mandatory information
required under relevant legislation is provided on
labelling. In the case of labelling for genetically modified
(GM) ingredients, it is crucial to:

BEEDETERINDIRTEZFTDOHDBEHRNA TN
T RTRESN TS ELEZHERTIENEETHS, B
EFHBEGM) ERORTRICEALTIX. ULTHAEET
H5,

-~ Clearly indicate all ingredients produced from genetic
modification taking into account the 0.9% threshold
provided for in EU legislation

BRI FRBAICIVEESNERS LT NTIEU &
TRESNTz 0DREZZERICAN TSI EEHA
RN

- Ensure that the GM source is approved for use in
foods

‘GM FHROBERNDEANKESN TSI EEHER
ERE

It also has to be ensured that:

Ft= LTFISOWTHRER LG TN IFASAN,
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- Compositional statements (e.g. indication of
sweeteners) are in compliance with legislation and in the
appropriate position

"R RT(HRBICETIRTAGE) (LEEICEHL
L. BYGHMEIZRTY Do

- All potential allergenic sources are identified and
highlighted in the ingredients list

FLILX—DAREEDHEIMEET T, B URE
LTHEL. RIFAT S,

- Appropriate warnings are made for micronutrient
levels (e.g. iron, vitamin A) where required nationally

FOEICBVWTEREINDGE. MERBERLANIL
(. ER30 A BE)ITOWTEYLELSAEEH TS,

= All components of compounded ingredients are listed
in compliance with legislation

EAERSROED TS NT REICERLTEEHS
nd,.

~ Requirements of the Food Supplements Directive are
in compliance with legislation

- J—RHTUAMER OERITEFEICERL TS,

- Quantitative Ingredients Declaration (QUID) is in
compliance with legislation

- EREMHRTR (QUID) [FERITEML TS,

= Any products that have been legally irradiated or
contain legally irradiated components, should be labelled
appropriately

BEMICEMBH I FEEENICERRS
SNFERAEEAEEGIET AT, BUIIZRTSINSD,

- Information is in the required native language(s) of the
intended market

ERIEFRETHIHIZETROOGNDEZETRASH
)

-~ All the mandatory particulars from Regulation (EC) No
1169/2011 on food information to consumers and
Directive 2002/46/EC on food supplements shall be
included on labelling in a conspicuous location in such a
way as to be easily visible, clearly legible and, where
appropriate indelible. This information shall be printed on
the package or on the label in characters using a font
size where the x—height, is equal to or greater than
1.2mm (see exceptions listed in Annex VII) See more
information in Annex VIL

CHEFICHTIEBEMIBEHMICEAT LS (EC) No
1169/2011 (R F-BEEARTE) RUT—RH T A
UMZBT B35S 2002/46/EC IZLAEHEMEBIEITT
RT.INLVEDBEWIEIZ, ROFL ERAPTL
HEIGEIEZATVLSEAETREHSINDS, ZDFE
W|IE PIXFEOZTEA 1.2mm UL (MEIVIIZEZEIN
=HINESB) DI+ AXZHEALT, 15—
FRIESNIVEIZHIFEIN S, FEHIIZ DU TIXHMERIVI
=5,

7.7 Check Legality of Claims

7.7 BEERARTOSEEHER

= Check legality of intended claims under food law
ensuring they do not contravene current legislation

-BREICE I AR EBIBREBARTDEENE
HERL, BITEISERLTOWVENWIEEZREY B,

= Energy calculations are in compliance with legislation

IR —EHAERIENL TS,

= Vitamin and mineral calculations are in compliance
with legislation

EFSVRUIAIILOEHAERICERL TS,

- Active components are correctly calculated, taking
into account moisture, assay levels etc.

SEMRSNRE. SLANILEZBEICAN, EREIC
HESNTWD,

= Minimum levels for claims can be met at end of
declared shelf life and can be met at lower end of raw
material specification ranges

RTESNERERFHAROBOYTEL, RMHOR
BEEO TRTHRIARTORELANILEETFTH L
MNTES,

- Intake (dose)/response relationships for nutrients are
in accordance with scientific studies

CREROERO B ERISOERARZHHARIC
FEHLTND,

- Claims are not misleading and can be substantiated by
generally accepted scientific evidence

CRRARTHNRBEBIADTEAGL, —RIZRITF AR
SN TSR ZHIRMIZKYIIEERIRETH D,

7.8 Check Protection/Appropriateness and Legality of
Packaging (also see 7.4)

78 BEDRE/EUMERUVEEMEOHE (74 25H)

- Packaging should be appropriate for the product with
light/moisture/oxygen barriers

BRI, S/ B/ BRNITICKBIGT
ETITD,

~ Product contact surfaces of packaging should be in
compliance with legislation

‘R RETEDOEMEICOVNTIE, ERICERT S,

- Packaging recoverability (e.g. recycling) should be in
compliance with legislation

CEIEDETTAREME (VYA OILEE) DT, &
IZ#EHT B,

~ Check compliance with legislation for maximum levels
for heavy metals (Directive 94/62/EC)

CEEREORRLANIVICET SEE (FBS 94/62/EC)
DEBTEMHERTDHL,
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- Select appropriate packaging that will maintain
stability of the product throughout shelf life

-RERFHRF CTHADOREMEZHFTOEYLGE
FEERT DL

= Packaging should not be misleading i.e. pack size
should not be excessively larger than the contents
volume

-BEFBRBEBADOTHOTIF AL, (Hl: /395
DHAZXHAABRELYBEIZKENLDTHL>TIF D
20y, )

- Packaging should conform to minimum safety and
hygienic standards for the packed product and
consumer

CEEN ARBRRVHEEEDNODREMI IS
HEDOREEETESLTLS,

- Statutory label information is legible, intelligible and in
appropriate position according to legislation

CEEORTHEBOSHIFATRECTEMBLOI KRS
R B IEIZH D

7.9 Check that the Product Can Be Made Safely and
Consistently

19 HRDEEICE TR LM - —EEDHER

- Take into consideration tolerances on raw material
specifications and the ability to meet claims at extremes
of specification ranges

EMHOBRRICETIHREL. AREFEOMmIET
RARTEETTEDRILEEETHIL,

= Check homogeneity can be achieved by the mixing
process

-RBEDTOERTY —MEHRTESILEHRTD
<&

= Where appropriate, perform trials on production lot
sizes to check de—mixing during in—process handling and

" HEBEORLERVRTCAFTDESTFR
(de-mixing) Z1RE Y 51, ZETHHE . £EOVE

packing YA XDBREEERT D&,
~ Ensure raw materials and product are protected from | "R B RUE MAEE/BR/FICKIEENSRE
effects of moisture/oxygen/light SINTWDIELFRERT DL,

= Check tolerances on finished product specifications
and the ability to meet claims at extremes of
specification ranges

EREOBRICETIHREL. HREFEOMmIET
BARTEETTECNAILEERT BT,

- Check integrity of pack seals/barriers to ensure
packaging consistently seals

BEN-BLTEHINTWAIEEZRIET 571,
VIR —)V/N)THTERIPIRETHHEEHER
ER TS

CHAPTERS ¥£8E
Manufacture gl
8.1 General 8.1 —fig£18

The operations and processes used in manufacture
should, with the premises, equipment, materials,
personnel and services provided, be capable of
consistently yielding finished products which conform to
their specifications and are suitably protected against
contamination or deterioration. Defined and documented
manufacturing procedures, including associated
activities and precautions, are necessary to ensure that
all concerned understand what has to be done, how it is
to be done, who is responsible, and to avoid mistakes
which could affect food safety and quality. This is
provided in the Master Manufacturing Instructions for
each product. All personnel responsible for decision
making or authorisation at any stage during the process
should be formally defined.

BEICAVWLONDEERVTOERIE, MR, &iF. #
HUBE REEINDIY—EREHIT REISESL.
BERFEFEOETHroEYICRESNTERAEE—
BELTEHISRENERD BEILIEFHRVIES
HZEL. ERSNXELSNE-REFIEEE. BfR
BEBMAZEDRIICTAEN, EEBHFTHENEE
BLTWACE T . BEmDREURVEICEEEZS
ZBEREMDHHIRZEIL T HIEEMET H1=0IC
DETHD.  NEEFEGOHEREHERKICEHS
ne, ERBOBRREFFIRZBICEEEEIBEA
[FEXICBHEES NS,

8.2 Suitability for Production

82 BLEDES

Before the introduction of Master Manufacturing
Instructions for a product, trials should be carried out to
establish whether the formulation, methods and
procedures specified therein are suitable for factory
production, and are capable of consistently yielding
products within the Finished Product Specification. If

HRICETLIRERNERAOZAMIC, EDOHPTH
ESNHBRE. FERUVFIENITHAEIEL TS
N ERMOBREDEERNOHME—ELTEET S
BENDHHNENAT H-OISHRERET D,
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necessary, amendments and further trials should be
made until these conditions are satisfied.

Similar evaluation should be carried out in connection
with any significant proposed change of raw material,
plant or method.

R EYFLFHECERGEENREENDS
&. RAHROFHENEESN D,

Similar evaluation should be carried out periodically, to
check that the Master Manufacturing Instructions are
being followed, that they still represent an effective and
acceptable way of achieving the specified product and
that they are still capable of consistently doing so.

HEEHEZERANTFONTNAIE, BHENSES
BEDORRKZEALEIT-ODHRANDBR TR
AETHAIE. TNoE—BELTEAHITRANSE
EHAHLEHERT A0 AEOFTHAEHMIZE
EEhd,

Tests should be conducted in accordance with
previously defined procedures and a record made of the
results. The necessity, extent and degree of the work
will depend on the nature and complexity of the product
and process as determined by the manufacturer.

BRERFFRICEERSNE-FHEe., BREREITHERS
NEREICEDEEESIND FROLEM. BEK
VEEL HEXEENRETIHARVTOELRADME
BRUEMMEICE D

8.3 Documentation

83 X&Eit

Production staff should follow defined and authorised
procedures for each stage of each manufacturing
process, i.e. the manufacture of a product should
proceed in accordance with the Master Formula and
Method, and/or with the Master Packaging Instructions,
supplemented as necessary by Standard Operating
Procedures. The details of the operation should be
recorded on the Lot Manufacturing Record, or Lot
Packaging Record.

BEXFYIF. EHETOLRDEEILICERSN
ARBSN=FIBIZHS. $4hb. RaOREX, HiG
REE BEFIRERV/FREEHERERARICHK
WEHLN BEICISCTREFEFIREICKYMHE
Shd, FEDFEMIIOVMIERFEF-FOVMEE
sLEkICREERSN D,

Any deviation from defined procedures must only be by
prior agreement, and must be recorded and agreed by
the person responsible for production and the person
responsible for quality control, or their assigned
deputies.

EESNEFIROHNEET, FHDEEICLLLD
DHTRIFTNEEELEN, T HEFEEFERVRE
EEEREE. FREHEERBALNLEL. SELGT
L IESAZYA A

Before any manufacturing operation begins, steps
should be taken to ensure that the work area and
equipment are clean and free from any starting material,
packaging material, products, product-residues or
documents not required for the current operation.

BLEEEDORBATIC. FRRBERURBNERT. B
REH. AERZM. KA. HROERBEMILEIRED
EERIZDEDLBVXENGWEETHER T H-ODHE
BEEMD,

At all times during processing, all materials, bulk
containers and major items of equipment used should be
labelled or otherwise identified with an indication of the
product or material being processed, its strength (where
applicable) and lot number. Where applicable, this
identification should also indicate the stage of
manufacture and status.

MIFEEIC. ITRXRTORERME. I0TF. FREND
REOEERICSNIVLERMT 0., SELRTAIEH
mERIEINIGOMM. RE (RET55E)RUAY
FEBERTTHLETRI—MEHRT S, BTIEED
SE. COR—MEZRIEVTRERE RV ELR
GNC I

Operating instructions for production operators should
be written in clear, unambiguous, instructional form and
should form a key part of operator training. Due regard
should be given to reading or language difficulties of
some operators.

BEFRBICHTHERETREL. R, AEICETR
RATEIN. EXETHEDTERDEMRT S, —
BOEXEORBTLIIEEOMAEIZONTHRIC
BEET .

Supervisors should confirm by observing and
questioning the operator that the instructions, and
significance of the instructions, are fully understood.

EBEEX.EXEZERALEMTSLTHRRERY
BREOEEUARRICEMRINTNLILEHR
60




Particular attention should be paid to problems that may
arise in the event of adjustment to the production line,
stoppages, breakdowns or emergencies, and written
instructions should be provided for action to be taken.
All measures should be taken during production
processes in order to avoid any cross—contamination.
Procedures to prevent cross—contamination at any point
in the production line will be put in place that specifically
address risks arising from adjustments to the production
line, stoppages, breakdown or emergencies.

EESAVDRAE. Bk BEF-ERIAFEORI
REITHARMEOHIMEICHL T, Al DFEEL
W RAREHEICODVWTEAICKSETREEFERT
%, ZRFEFEMHILTH-HIC. WETOERADME, $
WAHEENRMOND, BESIVDHLP LR TD
“REBEREHLT DEHDOFHRENBEASND, CD
FEE FICRHESAOORE, ik, BEFFIT3E
BEEICRYRLETDIRIICHLTHEDTHS.

8.4 Raw Materials/Ingredients

8.4 [R#E/ R

Each raw material/ingredient should have and comply
with its specification.

R/ R ITREERL . TNISEET S,

Each delivery lot should be given a reference code to
identify it in storage and processing, and the
documentation should be such that, if necessary, any lot
of finished product can be correlated with the deliveries
of the respective raw materials used in its manufacture
and with the corresponding laboratory records.
Deliveries should be stored and marked in such a way
that their identities do not become lost, except in the
case of bulk deliveries.

FREAYMIFREPRVUMIBEHNT H5-HD
ZRI—FAfesh, RELGBS . TRADAVIE
EICHERASNAERMBOEREE, FiET HHRAFD
RREREMTHIENTESLINELESN D, EExk
M EEBEAMERLEVLSITRESh, EMIToh
%, BL. NILIBE DS EZERS,

Any pallets or deliveries should be cleaned if necessary
before entering the warehouse.

BEIZABHIZ, REIZIHLT, ALy FERE) Fi=
(FBEEREFTT Do

Reception of raw materials should be quarantined until
inspected. Release can either be based on certificates
of analyses provided by the supplier, or sampled and
tested in accordance with agreed specifications, and
released for use only on authority of an authorised
person. Particular care should be taken where a delivery
of containers appears from markings to include more
than one lot of the supplier’ s production, or where the
delivery is of containers re—packed by a merchant or
broker from a bulk supply. Where appropriate, immediate
checks should be carried out for off-flavours,
off-odours, or taints, and particularly in the case of
additives, testing should include test of identity, i.e.
establishing that the substance is what it is purported to
be. (N.B. In a multi—container delivery it is impracticable
to check the identity of the contents of every container
on arrival but operators should be trained and
encouraged to report immediately anything unusual
about the contents when a fresh container is brought
into use.)

ZELEEMEIIREINSETREESN S, BZRIL.
HBEHICI>TRESA =9, T-EFEESNT-
HRICEMLTH TV T ShBREBESNE=SHDONT
NOWNEZESNI-IBEICARETHY . RBEZT1=5H
NERBLESBEICOAERDI=HIZHEBREINS,
Mo, aAVTFOEENI OV EDHBEEDR S
FEUERONDBE ., TIXEEMN. TEFIED
O—h—WNILIREHISESOEL-OVTTTHSE
B.HANEEEFLS  RELGES. ER.BERFE
BNICHLTELBIZREZ T, HISHNYDIEE. &
EICIXE—H4RE (b, ZORSNERLIZES
YDELDTHBHEWSIER) AEEND, CGEE EHOD
AV TFHICKBEETIE, BIFEBICRIVTTOHED
B—MZHEETIDETEENTIEELA, ARL—4
— (X E=RAVT AR BADOEOICEENTE G
AB.RBIZUEABNEELICHRET 5L55lESN
FZEhd,)

From the 1st January 2005 the General Food Law
Regulation (EC) No. 178/2002 has required operators to
keep records of the suppliers for every lot of ingredient
received, as part of the traceability system. Records
must be kept available for inspection by the competent
authorities for the period required by national legislation.

2005 1 A1 B&Y., — B A AIEC) No. 178/2002
. ;FL—HEUTAD—RELT. ARL—F—[Z25E
LEEMEOEZOYMIDWTHBEEDRFERE
FHILEROHTLD,




Temporarily quarantined material should be located
and/or marked in such a way as to avoid risk of it being
accidentally used. Material found to require
pre—treatment before being acceptable for use should
be suitably marked and remain quarantined until
pre—treatment. Material found totally unfit for use
should be suitably marked and physically segregated
pending appropriate disposal.

—RFMICRB SN =ML BRASh DV RIZE TS
FOCERESN., RU/E=IEHNZEFFoNS, FERDT-
BIZZRITANLGNDHNCERTNEALETHSEHIEA
LM E, BUICENZ T oh , FRTLEETSIEH
ElREsnd, TERICHERISEILOEHIBALZMH K
BYZENZF o BEYIZRSENEETOM. HE
#IfmBtEnd,

In the case of a bulk delivery by tanker, preliminary
quality assessment should be made before discharge
into storage is permitted, and systems should be in place
so that the material can be traced to a certified source.

BUN—IZXBNLIBEDGZE . BEADFEHLMN
IS BHEIIC, FRTO MEFMARESN D, F=.
ZOMBERASNRREFTERH TEDLIUHIEE
25,

All raw materials should be stored under hygienic
conditions, and in specific conditions (e.g. of
temperature, relative humidity) appropriate to their
respective requirements as indicated in their
specifications, and with due regard to any legislation
relating to the control of hazardous substances.

FEMBET AT HEMGREICENT, BBETEK
TESN-ENOEHICEDLELREDEECRE.
SHEERGE) [CEDE, RIRMEDOEEICEET 5H5
WEHERITTREEIRZEZHH>TRESND,

Stocks of raw materials in store should be inspected
regularly and sampled/tested where appropriate, to
ensure that they remain in acceptable condition.

RESNDIEMBOEEIX. ZFARRGIRETHDHS
EERIAET A0 EHMICRESh . BEICIHCTY
VTIT/BREENS,

In issuing raw materials from store for production use,
correct stock rotation should normally be observed,
(FIFO: first in first out) unless otherwise authorised or
specified by Quality Control.

EMHNEERICREFMAOHEINGGEE. REEE
ENFICHIDOER-REZLTLELRY BEIFEL
WEEEER (FIFO: e A SEHE) AP b,

Authorised procedure and documentation should be
established and followed for the issue of raw materials
from store.

REMMLEMBSNEZEM B OMEIZDONTIE, KR
SNE=FIERUXEEZREL. TNIZHKS.

When a raw material has been issued but not used as
planned (e.g. because of a plant stoppage) Quality
Control should advise as to its disposition.

FE#MEAEBINE-EODFERYICERISN TV
WEES(THEDORESLELEED-O). REBTEELE
DUAIZDNTBIEZEITS,

Depending on the product being manufactured, the
ingredients involved and the nature of the process and
equipment, the dispensing of the required quantities of
ingredients could take various forms, including manual
dispensing by weight or volume, or continuous metering
by volume; the form(s) actually taken will be stated
within the Master Manufacturing Instructions. In each
case, the weighing and/or measuring equipment should
have the capacity, accuracy and precision appropriate
to the purpose, and the accuracy should be regularly
checked.

HWEINIER . BAETIHASRUVTOEREERED
HEIZKY. ROV EENERSE. EEICKEFE
ETORESFEIIMGEHIIHB[BTORELE . BKAKE
WREELDATEEME N B D EEICEHON DM REIL. WE
ERERKICEHIND, VThDBEL STERYV/
FIFETRISRIEIEMNICESLI-REhEREETAL.
ZTORETTEHMICHREIND,

Where lot quantities of an ingredient have to be
dispensed manually into containers in advance, this
should be done in a segregated area. Where manual
pre—dispensing of relatively small and accurate
quantities (for example of micronutrients or additives) is
required, this should be done by, or under direct
supervision of, suitably trained staff. All weighings
should be checked by a second operator or by use of a
validated computerised weighing control system.

HEIRHTOAOVEDFEREAFRIFEETIVTS
[CRAeIhZThERSANGES ., RERETTHNA
2, LBV ENDEHGEEFERTERMICEST
BIENKOHOLNDZE (FIZITHEBRERLRMY
7E)  BYGIEER TRV TICE>TERESND
M FEEZOEEDERTTRRING. TATD
FEEFAMOARL—E—IZ&Y FEEHGIVE
—5—tRIEE AT LEZRAVNTHERE SN,

Records should be kept to enable the quantities of
materials issued to be checked against the quantity or
number of lots of product manufactured.

REMMOHRMBINEMHEOEEZ. BESh R AR
YEDEFLFIHEBETEDRIIRBERFIT S,
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Where an operator controls the addition of one or more
ingredients to a lot, the addition of each ingredient to a
lot should be recorded at the time on a Lot
Manufacturing Record, to minimise risk of accidental
omission or double addition.

ARL—E—HAvbAD1FEEULEDORSDEMEE
BY 556, RoTHBShEZYERLTEMEN DY
RVERNRIZT B2, Avb~BMEN DS
ThEn, BmEcOy USRI EIND,

[ﬁs

The final yield, and any significant intermediate yield, of
each production lot should be recorded and checked
against the expected yield within defined limits. In the
event of a significant variation, steps must be taken to
prevent release or further processing of the lot (or of
any other lots, or products processed concurrently, with
which it may have become admixed) until an adequate
explanation can be found which permits release or
further processing.

BEEOVNMIB SRR EGOLEESELEELGHME
HEDAEEEFEHRIN. AEOHBRNOFELE
ELRBEShD, EXLGEENH--IGE. HEFEE
BINOMIZROETRLEHANEONSET, &S
DOyt (F=IFZ0MmoRyrE LTRSS 5A8E
DH-T=. RN IIN TV -8 OBEAE=ILE
MOMIZERHS=OHDHEENMONLE TN IEESA
Ly,

8.5 Packaging Materials

8.5 BEFRM

Each packaging material should have and comply with its
specification (including any legal requirements), which
should be such as to ensure that:

EAERMEILUTTHALEZRIATHRBCEME
HESO)EAL. TNITEHL TS,

= The packaging is in compliance with the requirements
of current EU legislation on packaging and packaging
waste

CEEN. BERVAEREZEYICETHRTO EU &
DEHICEHRLTNDIE,

= The product is adequately protected during its
expected life under normal conditions of storage and use
(with a safety margin for adverse storage)

i&.&‘.‘mi BEORERVERARKECHERFHR
(BEHBTOREFIIHNTIZREHEZEL) EFTEYIZR
EShadcE,

= In the instance of packaging coming into immediate
contact with the product, there is no significant adverse
interaction between product and packaging material, and
that the packaging material complies with the
requirements of the Regulation on Materials and Articles
in Contact with Food.

AEMNHAEEEEMTISES. HRLAEZEMD
FMICEXGAEEGCHEMERANGNI L, -, B8R
MHABRREEMT HMEICBET HIRGI D Z (ML
TWaIE,

= Where the packaged product undergoes subsequent
treatment, whether by the manufacturer, caterer or
consumer, the packaging adequately stands up to the
processing conditions and no adverse
packaging/product interaction occurs

HERE TRV REFRTHEEOLT NI
FHLDOMNFERGL BRSNEHAHITROBVEN
MALGNBGE . BRFMIFHIZ+RICTHZEHED
T.8E/ARBEOASCHEERSRELLRNIE,

~ The packaging is capable of providing the necessary
characteristics and integrity where the preservation of
the product depends on the pack

HRORENNNVIIZKYERSNDIGEE. BN D
BERMERUTEMERADENTEDE,

= The packaging provides adequate protection to ensure
the chemical and physical stability of the product during
the declared shelf life, with an adequate safety margin
for adverse storage

RASNERERFIR EFETOREICHRTS
ZEFZEEO)FTTOHRLDOYEMNLEMREMLZHE
R 50, BEITEUGRETRET S,

= The finished pack will carry the statutory and other
specified information in the required form and location.
In the case of products containing known food allergens
these must be clearly stated on the label in terms easily
understood by the consumer. From 13 December 2014
allergen labelling will be covered through Regulation (EC)
No 1169/2011 on food information to consumers and
the implementing legislation adopted under this
regulation

SSERGRD/IVINEERVZDMDEEDERE.
BERINF-HATERINEIGHRIZRRLTNSE,
HEABRMOTLUILXF—FRYWEEESATNSEE
5%3%%75@%!:@%1%63(:.'Cv/\/buﬂ;.aéna
FhIEAESAL, 2014 12 A 13 B&Y., RRIE HE
E~NDERIFRICEAT HRAIEC) No 1169/2011 &,
AIRACEDEFEHIN T EZDOARELD,




Where packaging material carries information required
by law (e.g. labels, printed packages, lithographed cans),
Quality Control should ensure that the specification is
updated as required to comply with new legal provisions,
and that stocks of packaging materials that no longer
comply are quarantined for modification (if possible and
desired) or destruction.

@%i’fi?b‘?fﬁl‘d:‘)*&bBhé'f*#&éi‘?b’cmé
BE(GANIL RSNtz \vr—2 DN STERIE
NEEGE) . RMEEEAR. iﬁ*ﬁb\%ﬁtﬁlﬁfﬁmlﬁ
FEWI BB BREICINLEHFESNTNSIL BE
LG =B ERMOEEN(ARRTHYROLND
BR)RBREIIEZD-ORBSN TSI LEREL
ERE

When a new pack or label design is introduced for a
product the obsolete packaging or labels should be
destroyed and this disposal recorded.

BRI THEREEFLESRANILOTHAUEE
ATBEE. AVWEEFEIISNILIEIEESIN, COFE
E P ey (RS

Each label should contain a code which will
cross—reference it to the formulation to ensure that
changes in formulation are reflected in the label copy.
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Each delivery or lot of packaging should be given a
reference code to identify it in storage and processing,
and the documentation should be such that, if
necessary, any lot of finished product can be correlated
with the deliveries of the respective packaging materials
used in its manufacture and with the corresponding
laboratory records. Deliveries should be stored and
marked in such a way that their identities do not become
lost.
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Packaging materials should be assigned a shelf life
where appropriate.
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Deliveries of packaging material should be quarantined
upon receipt and released for use only when the
necessary quality assessment has been made.
Operators should be trained and encouraged to report
immediately anything unusual about the appearance,
odour or behaviour of packaging materials issued.

RESh-BEZMIZHRERRER SN DETCRER
AEMNTETLIBRICOH . ERADE=OHIZAERINSD,
AR —E— SN -BERMONE. R\ 1
BIZUEAHNITESLICHRET HLIIBShERS
nd,

Temporarily quarantined packaging material should be
located and/or marked in such a way as to avoid risk of
its being accidentally used before release. Material
found totally unfit for use in packaging operations should
be suitably marked and physically segregated pending
appropriate disposal.
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All packaging materials should be stored in hygienic
conditions, and as indicated in their respective
specifications.
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Stocks of packaging materials in store should be
inspected regularly to ensure that they remain in
acceptable condition.
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In issuing packaging material from store for production
use, stock rotation should normally be observed, unless
otherwise authorised or specified by Quality Control.
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Authorised procedure and documentation should be
established and followed for the issue of packaging
materials from store, and for the return of part—used
lots of packaging to store. The returns procedure should
consider the need to re—seal part used boxes of
packaging to prevent foreign body contamination.
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All printed packaging components should be issued from
and returned to a secure area with controlled personnel
access
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There should be a procedure for the reconciliation of all
printed packaging component stock from quantity
issued, quantity used, wastage and that returned to
store.
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8.6 Processing and Packaging

86 MIKRUEE

Where a company manufactures more than one product
or more than one version of a product, and there is more
than one production line, production layout should be
such that confusion is avoided.
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Whether in single—line or multiple-line production
particular care should be taken, in terms of production
layout and practices, to avoid cross—contamination of
one product by another. Multiple packaging lines should
have adequate segregation in order to avoid
cross—contamination.
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On a production line, the name and appropriate
reference to the product being processed/packaged
should be clearly displayed.
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Where a company manufactures more than one product,
or more than one version of a single product, the
greatest care should be taken to check that the correct
packaging is issued for the product to be manufactured,
and that no incorrect packaging materials, left over from
a previous production run of a different product or a
different version, are left in the production area where
they might accidentally be used. In no circumstances
should primary food packaging be used for other than its
intended purpose.
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Where packaging is reference—coded and date—-marked
for use, care should be taken to ensure that only
material carrying the correct date is used. Surplus
material left from earlier production and bearing an
invalid reference or date should not be left in the
production area. Where the reference and/or date is
applied during the manufacturing operation, care should
be taken to check and ensure that the marking machine
is set for the correct reference and date.
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Before production begins, checks should be carried out
to ensure that the production area is clean and free
from any products, product residues, waste material, raw
materials, packaging materials or documents not
relevant to the production to be undertaken; and that
the correct materials and documents have been issued
and the correct machine settings have been made. All
plant and equipment should be checked as clean and
ready for use.
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Processing should be strictly in accordance with the
Master Manufacturing Instructions subject to any
variations approved, and by detailed procedures set out
for operators in the Plant Operating Instructions.
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Process conditions should be monitored and process
control carried out by suitable means including, as
appropriate, sensory, instrumental and laboratory
testing, and on—line checking of correct packaging and
date—marking. Where continuous recorders or
recorder/controllers are in use, the charts should
subsequently be checked by Quality Control and
retained as process records.
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There should be regular and recorded checks on the
accuracy of all instruments used for monitoring
processes (e.g. thermometers, temperature gauges,
pressure gauges, flowmeters, and checkweighers).
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Effective cleaning of production premises and equipment
must be carried out.
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All persons working in or visiting the production area
must comply with the requirements of personal hygiene,
and adequate facilities must be provided, and
appropriate clothing worn.
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General ‘good housekeeping’ should be practised
including prompt removal of waste material, precautions
to minimise spillage or breakage, prompt removal and
clean—up of any spillage or broken packaging occurring,
and the removal of any articles that might enter the
product as foreign matter.
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8.7 Intermediate Products

8.7 HEHM

After its preparation, an intermediate product should be
quarantined until checked and approved by Quality
Control for compliance with its specification. If required
to be stored before further processing, it should be
stored as designated in that specification, and suitably
reference—marked and documented so that it can be
correlated with the lots of raw materials from which it
was made and the lot(s) of finished product in which it is
subsequently incorporated.
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A lot of intermediate product found to be defective
should remain quarantined pending re—working or
recovery of material or outright rejection as the case
may be.
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8.8 Finished Products

8.8 STRUMM

Packed finished products should be quarantined until
checked and approved by Quality Control for compliance
with the appropriate Finished Product Specification and
not released for sale until reconciled, approved and
signed—off by the appropriate person.
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An approved lot of finished product should be suitably
flagged to identify it, and stored under the appropriate
conditions (e.g. of temperature or relative humidity)
stated in the Finished Product Specification. In order to
conform to the traceability requirement of Regulation
(EC) 178/2002 the identification mark must be provided
in a traceability document to any retailer to whom part
of that lot is sold.
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Where a lot of finished product fails to meet the
Specification, the reasons for failure should be
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thoroughly investigated.

Defective finished product should remain quarantined
pending re—working or recovery of materials or disposal
as the case may be.
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8.9 Disposal of Waste and Effluent

8.9 EEWRUHEKUNIE

It is essential when disposing of surplus raw materials,
waste or reject product, process chemicals and
laboratory reagents that attention is paid to the ‘Duty

of Care’ requirements for waste.
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Waste management protocols should take the following
into consideration:

EEYESEIOMILTIHUTEEEICANS,

- Waste minimisation -BEEYDO=/NME

~ Reusing the material wherever possible ‘A BEREE DEMHEOBERA
-~ Waste recycling BREYD)HAUIL

- Waste disposal BEYONSY

All waste materials and effluent should be disposed of in
accordance with current local regulations by a route
appropriate to the class of material.

REVRVOHKEITAT. MWEOEILGHHEICE
T EEQORTEICR NSNS,

8.10 Sampling and Testing

810 oI RURBRE

Sampling and testing are two important aspects of the
quality management for food supplements. This enables
manufacturers to verify and document the conformity of
products at any stage of the manufacturing process,
including raw materials. It is part of the traceability
system.
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Samples should be taken from each new batch of raw
material, intermediate and finished product taking
account of the identified risks, using a statistically
representative method and operating in adapted
hygienic conditions in order to prevent contaminations
due to sampling. Testing should be performed in
correspondence with an appropriate risk assessment.
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All records should be documented in an appropriate
registration system.
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A. Sample size

A HUTILDOKRES

The sample size and sampling regime must be based on
a risk assessment which should take into account the
type of material to be analysed, its source, the batch
size and the number of containers.
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European regulations mandate sample collection and
sampling requirements for heavy metals, polycyclic
aromatic hydrocarbons (PAHs), 3-MCPD, dioxins and
PCBs and mycotoxins. These formal procedures should
be applied to contaminant testing.
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In the absence of legislative provisions on sampling and
sample preparation, the methods to be used as a
reference are the standards of the ISO (International
Organisation for Standardisation) for sampling and
sample preparation according to the guidelines of the
Codex Alimentarius and if relevant the European
Pharmacopoeia (2.8.20).
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B. Frequency of Sampling and Testing
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Sampling must be performed for all batches. Testing
should be performed in a statistically representative
manner. The testing should be made on all batches. If
analytical results show conformity with specifications in
a persistent way, the frequency of testing could be
reduced after a corresponding risk assessment. This
change should be documented in the quality
management system. Changing of supplier or of
geographical area for a same material as already used is
equivalent to introducing a new material.
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As a general principle, the frequency of testing should
be reassessed after a regular review of the results, or
when changes of suppliers, processes, specifications or
other material factor occur.
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C. Representativeness of Samples — Homogeneity
Aspects
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Samples should be representative of the quality of the
whole batch of raw material or of intermediate or
finished product which has to be analysed. The sample
taking procedure should be defined considering the
homogeneity characteristics of each physical form to be
examined (example liquids versus powders versus
pastes) and of the type of intermediate storage (bulk vs
containers/bags).
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If a risk of settling (liquids) or of destructuring (powders)
exists, the material to be sampled should be mixed again
in order to provide a homogenous mixture.

(BRIEN)BEFEDIRY . FIX R RSN DR
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D. Traceability of Samples
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European food legislation prescribes that each operator
in the supply chain within the EU is responsible for
maintaining an appropriate traceability system including
supplier and customer records for each batch of product
or material. This concerns equally material from of EU or
non—EU origin.
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CHAPTER?Y9

ETE

Recovery or Re—Working of Materials

R OERFEITHE

Material may be recovered, re-worked or re—processed
by an appropriate and authorised method, provided that
the material is suitable for such treatment, that the
resulting product complies with the relevant
specification and that the related documentation
accurately records what has occurred.
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Residues and re—worked or recovered material which
might adversely affect product quality, efficacy or safety
should not be used in subsequent lots.
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The treatment of product residues and re-worked or
recovered material, and the means of their inclusion in a
subsequent lot, should be specifically authorised and
documented.
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Limits, approved by Quality Control, should be
established for the amount of any such material which
may be added to a subsequent lot.
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Lots incorporating residues should not be released until
the lots from which the residues originated have been
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tested and found suitable for use.

LY,

Methods of re—processing should be specifically
authorised and fully validated and documented once any
potential risks have been evaluated and found negligible.
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The need for additional testing of any Finished Product
which has been re—processed (or to which residues have
been added) should be considered,
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A finished product returned from the manufacturer’ s
own stores or warehouse (because, for example, of
soiled or damaged labels or outer packaging) may be
re—labelled, or bulked for inclusion in subsequent lots,
provided that there is no risk to product quality and the
operation is specifically authorised and documented. If
such products are re—labelled, extra care is necessary
to avoid mix—up or mislabelling; any identifying marks
and shelf life indication on the original labels should
appear unaltered on the new labels.
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Finished products returned from the market and which
have left the control of the manufacturer should be
considered for re—sale, re—labelling or bulking with a
subsequent lot only after they have been critically
assessed by Quality Control. The nature of the product,
any special storage conditions it requires, its condition
and history, and the time elapsed since it was issued
should all be taken into account in this assessment.
Where any doubt arises over the quality of the product,
it should not be considered suitable for re—issue or
re—use, although basic chemical re—processing to
recover active ingredients may be possible.
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CHAPTERT10 £10E
Warehousing RE
10.1 General 10.1 —fig=E18

Effective warehousing operations should be designed to
ensure that all products are easily accessible for load
assembly as required; to ensure that aisles and
assembly areas are planned so that unimpeded
movement is possible to and from all parts of the
warehouse; to facilitate proper stock rotation,
particularly important in relation to short-life and
date—marked foods; and to obtain maximum utilisation of
available space, consistent with the foregoing
requirements.
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Storage and transportation of finished products should
be under conditions that will prevent contamination,
including development of pathogenic or toxigenic
micro—organisms, will protect against undesirable
deterioration of the product and the container, and
assure the delivery of safe, clean and wholesome foods
to consumers. This deterioration includes, but is not
limited to, contamination from insects, rodents and other
vermin, toxic chemicals, pesticides and sources of
flavour and odour taint.
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The buildings, grounds, fixtures and equipment of food
warehouses and vehicles should be designed,
constructed, adapted and maintained to facilitate the
operations carried out in them and to prevent damage.
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10.2 Access to Storage Areas
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Access to material and product storage areas should be
restricted to those working in those areas and to other
authorised persons.
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A suitable curtain should be provided at all entrances
and exits in order to maintain the internal conditions of
the warehouse at an appropriate level for the product
therein.
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10.3 Temperature and Lighting
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Warehouse temperatures should be kept at an
appropriate level to maintain the wholesomeness of the
particular foods received and held in such areas.
Temperature mapping and recording should be carried
out to ensure even temperatures in product storage
areas.
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The lighting should be as high as possible above the
product; the smaller the angle of light source from
ground level, the smaller is the shadow made by the
stack.
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Lights should be protected by shatterproof covers
where appropriate.
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10.4 Product Storage
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In order to provide effective protection from
contamination, materials and products should be stored
under conditions stated in their respective
specifications. Particular attention should be paid to the
avoidance of microbiological cross—contamination and
tainting. Where special conditions are required, they
should be regularly checked for compliance.
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Materials and products should be stored in such a way
that cleaning, the use of pest control materials without
risk of contamination, inspection and sampling, retention
of delivery identity or lot identity, and effective stock
rotation can be easily carried out.
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The stacking of product should have regard for all
elements of safety. Pallets should be checked
periodically for structural integrity. Where appropriate,
cornerboards should be positioned at the corner of each
stack, both to make the corner ‘stand out’ visually,
and to protect the product from accidental impact
damage by high lift and powered pallet trucks.
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Pallets should be placed in prescribed places; gangways
should be used as such and not as temporary
repositories for stocks. Pallets should be so spaced as
to allow proper ventilation.

NUYMEREDBFFICRESN D, BEEEED—
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Products which have been recalled or returned, and lots
which have been rejected for re—working or recovery of
materials or disposal, should be so marked and
physically segregated, preferably in an entirely separate
storage facility.
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Material deliveries and product lots temporarily
quarantined pending the results of testing, should be so
marked, suitably segregated, and effective organisational
measures implemented to safeguard against
unauthorised or accidental use of those materials or
despatch of those products. Suitably validated control
systems should be used.
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All stored items should be marked with their
identification to ensure that traceability is maintained.

REPOYMRICIFT AT, FL—HEYTaA RSN
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If a lot of finished product is temporarily stored
unlabelled, to be labelled at a later date, the greatest
possible care should be exercised in maintaining its
exact identity. The containers holding the product must
bear a fixed label of contents and lot number and the
final product label must be marked with the appropriate
shelf life. This information may be available from the
documentation or identified from the product name and
lot number.

SERMDOVEN, RBASNILEHKSFET—RNICS
NUVGLTRESNDGE. EHGR—EZ#FT S
LETHRGRYRKDIEELSINETH D, RAER
B ABRRBICEPERVOVIESITOVTEIESL
EINULBHENGTNIEELT . TFREDIANILIE
BTG RERFHRERTLETNIEELE, D
BRI XENSCLAFARETHY. AR RUVAVLE
SHLLHFERRETH D,

10.5 Damaged Goods

105 HEiE M

Damaged goods should be placed in a designated place
as they occur or are discovered. Care must be taken not
to expose foods stored in the warehouse to
contamination or infestation. The same may also apply
to returns from customers. Damaged goods which
cannot be re—packed must be dealt with prior to disposal
so as to prevent their re—entry into the food distribution
chain.
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Only products which have been properly inspected to
ensure that the product and packaging are fully
acceptable may be re—packed into outer packaging in a
suitable area/room. If it is necessary to re—pack goods
of different production codes into the same
outer—packaging, the package should be marked with an
age code which relates to the oldest packet in the case.
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10.6 C leaning of Storage Areas

106 REXBDER

Effective cleaning of storage premises and equipment
must be carried out at the frequency and using the
methods and materials specified in well-designed
cleaning schedules and instructions.
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Storage areas should be regularly inspected for
cleanliness and good housekeeping, and to identify lots
of products which have exceeded their shelf-life or, in
the case of date—-marked products, leave insufficient
time for retail display. These inspections should be
formally documented, including any corrective action
taken if necessary.

RERBOFRRELBEY LA TFURIZTDODVTE
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CHAPTERT1 F11E
Transport and Distribution Bk B U@

All vehicles, containers etc. should be free from rodents,
birds and insects or contamination from them; free from
odours, nails, splinters, oil and grease, accumulations of
dirt and debris, and should be in good repair, without
holes, cracks or crevices that could provide entrances

ITRTOEW, AVTFHFIIF-EE. B ERES-
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B EHR-90




or harbourage for pests.

Prior to loading, it is advisable that the vehicle interior
(including walls, floor and ceiling) be inspected for
general cleanliness, freedom from moisture, foreign
materials etc. which could cause product contamination
or damage to the packages.

FMEREAATHIC, ERMORA (B, KRUXHAZ
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GORREGLHAREDHIER. BYMFNGNEE
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Vehicles bringing product to a warehouse should be
inspected for evidence of damage (including that to any
lighting or other “brittle material” items), or of insect
or rodent infestations, objectionable odours, or other
forms of contamination.
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If damaged product is accepted on a vehicle it must be
kept separate from other product and handled in a
manner which will not expose other foods on the vehicle,
or subsequently the food warehouse, to contamination
or infestation.
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A procedure should be set up to deal with consequences
of accidents and damage occurring when goods are in
storage or distribution, e.g. salvage or condemnation
following damage to goods in a road traffic accident.
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Security precautions should include means of deterring
and preventing any tampering with goods in storage and
distribution.

ZELDIRFEICK. REFEIRBREORR
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Where warehousing or transport is contracted out, the
premises, vehicles and conditions, where possible in
practice, should be subject to checks to ensure that
there is no risk of contamination or tainting.

REFFWEENITHEE. R EMBIVORK
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Docks, railway sidings, bays, driveways etc. when within
the factory complex should be kept free from
accumulation of debris and spillage.

TIHBUhAITIREE. RIROAIR. BE. EBELHD
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Fire appliances should be suitable for use on the
commodities concerned and a sufficient proportion of
them should be capable of dealing with electrical and
petroleum/fuel oil fires.

PR BROERIFIMFESERICELIZLDTHLINE
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Fork lift and other trucks used within the warehouse
should normally be battery driven or otherwise equipped
to prevent fume or fuel contamination.
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HTHAN. SEETNIEHRE XML DFRE
BITDHEIITEMRIN TS,

CHAPTERI12

F12E

Hazard Analysis Critical Control Point (HACCP)

BESMICEI(EEEE = (HACCP)

12.1 Hazard Analysis Critical Control Point (HACCP)

121 BESTICEDIC(EEEE H (HACCP)

HACCRP is a practical technique which food businesses
must use to help satisfy themselves and their customers
that their products are safe. It achieves product safety
in an efficient, reliable and cost—effective way, by
focusing on hazard prevention throughout the food chain
rather than relying on end—product testing. It is a
structured approach to the following:

HACCP [&. BREEEN. AN RETHLIEEEL
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- Identifying the main risk areas in an operation

ERITEBIREEQVRINHERET S

- Adopting the appropriate controls

EYREBAEERATS

- Ensuring the proper operation of these controls
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HACCP systems can be applied to all levels of food
business, from the smallest individual operator up to
sophisticated multi—national operations. Current
legislation requires that “food business operators shall
put in place, implement and maintain a permanent
procedure or procedures based on the HACCP
principles”, a statement which allows flexibility in the
implementation of the HACCP principles, particularly
with regard to the smaller food businesses.

HACCP L AT AlF IMRIEDEANSEEMISERBEIN
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HACCP systems are designed to accommodate
changes, whether in raw material supply, equipment
design, processing procedures or technological
developments.

HACCP L RT AlL. R EHELS. EERERET. MITFIE
FEBMRARICEALLT . TEREREITHEII2EL
ntTund,

Definition

[—=3
EF=

A systematic approach to the identification and
assessment of the hazards and risks associated with the
manufacture, distribution and use of a particular
foodstuff, and the definition of means for their control.

E B BREDEMBOERICETSRE-YRY
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12.2 Requirement for HACCP

12.2 HACCP E {4

There is now a greater emphasis on Hazard Analysis
Critical Control Point within the food industry, as
companies are recognising the need to critically examine
the nature of the business due to their responsibility for
ensuring the protection of their consumers. This has
been a legal requirement since 1st January 2006 under
EU Regulation (EC) No. 852/2004 on Food Hygiene.

HEEREZHEITDIEVSDEDERICLY. %
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HACCP is also now expected by large retailers and
supermarkets who require the HACCP process to be
fully documented by their suppliers.
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12.3 Setting up a HACCP System

12.3 HACCP #IED & E

HACCP can only be effectively implemented once all
food hygiene requirements and Good Practices for food
businesses are adhered to i.e. all controls, systems and
procedures possible are in place in order to control
hazards in a general way. Once this has been achieved
the HACCP principles can be applied (see Figure 1). The
HACCP system can be devised following the steps
outlined in 12.3.1 to 12.3.13 (see also example of
practical application in Annex III).
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12.3.1 The HACCP Team

12.3.1 HACCP F—.L\

This should include key personnel from all parts of the
food business, e.g. a food technologist, microbiologist,
production manager, quality assurance manager,
engineer and purchasing manager. The support and
commitment of all staff is essential to the success of
the exercise. The team members need to have relevant
practical experience, knowledge of the products and
processes within the study and suitable training in how
to undertake a HACCP study and the implementation of
HACCP principles. At least one member of the team
should have formal HACCP training but all team
members need to be trained in how to utilise the HACCP
principles. The team are also responsible for ongoing
review and management of the HACCP system. The
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management of the HACCP system and the
development and implementation of the food safety
control system remain the responsibility of the
manufacturing organisation.

In the event that external expertise is sourced to assist
with either the development or maintenance of the
HACCP system it is critical that the management team
should not delegate responsibility to the external
resource. The quality of the external expertise should be
formally assessed including the amount of appropriate
experience in the food industry and the provision of
appropriate references from current clients.

HACCP L RTLMDERFE-ITHFOLNT WA DHEE
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12.3.2 Describe the product

12.3.2 B gDEeh

This will include the identity and quantities of active and
other ingredients, the structure, processing and
presentation form of the food, its packaging, storage and
distribution conditions, required shelf life, instructions
for use and any applicable microbiological or chemical
criteria.
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12.3.3 Identify Intended Use

1233 FAEBEMDHEE

This will include how the customer will normally be
expected to store and consume the product and needs
to give consideration to any vulnerable groups within the
population.

FEREMOREICE. BECHFINIEENRER
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12.3.4 Construct Production Flow Diagram

1234 A E70—F¥—+DRTE

This should include details of all processing steps
throughout the entire food chain, from receipt of raw
materials to placing the end product on the market. This
information should be put into a detailed flow diagram
together with adequate technical data.
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12.3.5 Verification of Flow Diagram

12.35 2O0—Fv—+DRKREE

Visual inspection of the processing steps is required to
ensure that they are a true representation of the
processes. This verification should be carried out during
normal operating hours, and the flow diagram must be
amended should any deviation from the steps be
noticed.
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12.3.6 List All Hazards Associated with Each Step and
List Any Preventive Measures to Control Hazards

1236 REEICETI2BENRTRVEEEED
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A hazard is anything that can harm the consumer and
can include biological, chemical and physical hazards.
Preventive measures are the actions that are required
to remove or reduce the hazard occurrence to an
acceptable level. In certain cases a hazard analysis may
show that hazards can be controlled simply by following
all food hygiene requirements and best practices.
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12.3.7 Determine the Critical Control Points

1237 EEEEADERTE

Through the use of a HACCP decision tree (Figure 2),
the HACCP team identifies those steps that must be
controlled to eliminate each hazard or minimise its
likelihood. These are the Critical Control Points (CCPs).
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It should be noted, however, that legislation recognises
that “in certain food businesses, it is not possible to
identify critical control points and that, in some cases,
good hygienic practices can replace the monitoring of
critical control points.”
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12.3.8 Establish Target Levels and Tolerances for Each
CCP

1238 FEEEERADEEKERVEREHE

Target and tolerance levels need to be specified for
each preventive measure, taking into account potential
fluctuations within the process, in order to be able to
monitor the Critical Control Point in question and ensure
that critical limits, corresponding to the extreme values
acceptable with regard to product safety, are not
exceeded. They should be set for observable or
measurable parameters, (e.g. moisture levels, pH,
texture), and should be based on firm evidence that the
chosen values will lead to process control. The
legislation recognises, however, that “the requirement
of establishing ‘critical limits’ does not imply that it is
necessary to fix a numerical limit in every case”.
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12.3.9 Establish a Monitoring System for Each CCP

1239 FEEEERDERFIEDETE

This must be documented and will detect any loss of
control at the Critical Control Points and provide
information in time for corrective action to be taken. For
each CCP, the HACCP team will decide what form of
monitoring is to be done, when it is to be done and who
is responsible to maintain control.
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12.3.10 Establish Corrective Actions

12310 EEHEBEDETE

Establish what corrective action must be undertaken
when monitoring identifies a deviation from a
documented target level. This should include who is
responsible for implementation of the action, what
action is to be undertaken to correct the deviation, what
action is to be undertaken with regard to products
manufactured whilst the deviation occurred and a
written record of measures taken indicating all relevant
information.
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12.3.11 Verification of HACCP System

12.3.11 HACCP #lE D #&SF

This will involve finished product testing, inspection of
operations, audits, review of records, confirmation that
CCPs are kept under control and validation of target
levels etc. The verification should be carried out by
someone other than the person responsible for the
monitoring and corrective actions and needs to be fully
documented.
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12.3.12 Establish Record Keeping and Documentation

12312 BHREBERUXEILDERTE

This requires good document control and a set
procedure, (appropriate to the nature and size of the
business), which will ensure that HACCP activities keep
pace with any proposed changes, e.g. to ingredients,
processing procedures, etc.
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HACCP-related record keeping can be limited to what is
essential with regard to food safety, but it must be
remembered that these records need to be sufficiently
adequate to provide proof of ‘due diligence’ to the
relevant authorities should the need arise (see example
in Annex III).
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12.3.13 Review of HACCP System

12.3.13 HACCP Y AT LMD REL

The HACCP plan should be re—assessed at least once a
year to ensure it continues to provide a valid system for
the identification, assessment and control of hazards
and risks associated with the food supplement.
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CHAPTERI13 £13E
Documentation XE1
13.1 General 131 —f2%EI1F

Good and effective documentation is an essential and
integral part of Good Practice and a fundamental
element of a well-designed HACCP system. Its purposes
are to define the materials, operations, activities, control
measures and products; to record and communicate
information needed before, during or after manufacture;
to reduce the risk of error arising from oral
communication; and to permit investigation and tracing
of defective products. The system of documentation
should be such that as far as is practicable the history
of each lot of product, including utilisation and disposal
of raw materials, intermediates and bulk or finished
products, may be ascertained and thus traceability
maintained.
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Where documentation is maintained electronically
safeguards need to be in place to ensure the data is
entered correctly and that sufficient back—ups are made
so that, in the event of file alteration, corruption,
deletion or destruction, the original data can be
retrieved. The system should be protected against
unauthorised access to the data. Procedures should be
developed outlining the issue, cancellation or alteration
of authorisation, and also for the action to be taken in

the event of system failure or breakdown.
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Any computer software used for controlling critical
operations such as quarantine/release status should be
set—up to only permit approved—personnel access and
‘change control’ .
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To facilitate proper and effective use of documents they
should be designed and prepared with care, be free of
errors and pay particular attention to the following
points:
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a) The title (which should be unambiguous), nature and
purpose of the document should be clearly stated.

a) XEDBELZ (BHLWEWTHINIE) . B RUBKMA
BRfEICEEEHINTIVD L,

The document should be laid out in an orderly fashion,
and be easy to check. Where a document has been
revised, systems should be operated to prevent
inadvertent use of superseded documents
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b) It is an advantage if it is possible to revise part of a
document without necessarily completely rewriting the
whole document

b) ARERGE. BT LIXELAKRELEMICETES
BLTH, —BEBETHEVNSFRAH D,

¢) The way the document is to be used, and by whom,
should be clearly apparent from the document itself.
Other means provided to explain its use are of less value

c) XEMNHICEDISIZERASNLIAIN ., XEBKD
BN ML, EDFIREZHRAT MDD FKR
FENIFEEETIHELY,

d) Where documents bear instructions they should be
written in the imperative, as numbered steps. They
should be clear, precise, unambiguous and in language
the user can understand. Such documents should be
readily available to all concerned with carrying out the
instructions

d XEICHETNEENDEE. FEEN T Fon=F
JEIZREWVEGRRRATEMIN TSI E, B, BARETHL
FOEHLEL FAEBIZHDYPTNVEETHS & C
SLEXERERERTISEERENICIZFAT
EHRBEICLTHLZE,

e) Documents which require the entry of data should:

e) T—ANEANDELGXEFUTIHRS.

= Provide sufficient space for the entry, including space
to record preventive and corrective actions taken
following inspection as applicable

T RBERARADAR—ZADNHEHE, BEGIHE.
BRICHONDFHEERVZEREZELAT SO
DAR—RZEET,

- Allow adequate spacing between the entries

SEADBEICHREMEREAH DL,

- Show headings clearly indicating what is to be entered

AEREAT ANERAREICKRLI-REERT &,

f ) Persons making entries should do so in clear legible
writing and should confirm the entry by adding their
initials or signatures. A signed recorded observation is
preferable to simply ticking in a box

f) BABFHABGHRACTVNFTEE. /ZIVILE
EEZEREANTRAZHER TSI E ELEZANT
RBATEHIAD., BITRYIRIZFIVIMEDITEEYD
ZFELLY,

g) Manuscript entries should be made in ink or other
indelible medium

g FESTORAILFAINEDMDIBZEVER
BZ#E#E52E

h) The size and shape of documents and the quality and
colour of the paper used should be considered in relation
to the typing/printing, reproduction and filing facilities
available

h XEQHAXARUBREVIZERENGEORE
RUBK. 2/ET /RN, EEH . FIAFTRELE
BREBRREEFRICANDIE,

i) Reproduced documents should be clear and legible

) BESNEXEFHABETRALT L,

Sufficient training on how to complete the documents
should be given to the relevant personnel and the
effectiveness of the training should be regularly
assessed.

XEERARICET S THLBTHENZ LT HIBEIC
HLTIThh ., HEDBNEAERAMIZEHHESN S,

Documents should contain all necessary, but no
superfluous, data. Any headings, or places for entries,
which cease to be used should be removed at the
earliest opportunity.

XEFEBRETIERL ITRTORBELRT—2%
B0, FhnGGr=RELFELIXEHFAR—XIL,
TELEITEHIKET %,




If an error is made or detected on a document it should
be corrected in such a manner that the original entry is
not lost and the correction initialled and dated. Where
appropriate, the reason for the correction should be
recorded. The application of correction fluid is not
allowed.

XEICROTRALEZGEEFIETRUNR DN -5
BlE. TORFHIHEEILEWNESIZL, BERARIZA=
v )LEAERALTEEY 5, HEICIELT BIE
HAHPIEHFIND BERDFERIEEHSNEL,

Documents should be kept up to date. Any amendments
should be formally authorised and signed. In the case of
permanent amendments, the amended document should
be replaced at the earliest opportunity by a newly
prepared document.

XERXRHOREICHFTFSND WETIFERITEES
h, BENEND KAWBREDZ S, RESNT=
XERTESEITRF RSN XEICELER
Y (8

The documentation system should include procedures
for issue, authorisation, periodic review and revision.

XELDERIZIF, #I1T. KRB, EPRBREUVBETD
FiEhaEnd,

An outdated or superseded document should be
removed from active use, and a copy, marked that it has
been superseded, retained for reference. Routine
internal audits will help ensure that the correct versions
of documents are being used.

BWXEFERELBEAONEXERRREOF AN
BRotEh, ELBAFAOHEMToN-ERNSE
RICREFEND, TEDAMEEH . XEDIEHEG/N
—DaUMERIN TSI EEZRIET HDITRILD,

It may be useful to prepare a manual which describes
the overall Quality Assurance system, the procedures
employed and the documents used. This should be fully
integrated with the HACCP documentation and be
available to all relevant staff.

LR RERIAHFE. RRATHIFHRERVERTS
XEFRELIRZATIVEERTHENERTHD
ATEeEA B S, CNIEHACCP DX ELERLITHES
N. I RTOBEERSYINFETEDLSICTRET
Hb,

13.2 Types of Documents

13.2 XEDTESE

Manufacturing formulae, processing and packaging
instructions state all the starting materials used and lay
down all processing and packaging operations.

HEAE MIRVEEFIEERE, FRAENEGT AT
DHEERMELHEL. TXTOMIRVBEEEER
ET%O

Specifications describe in detail the requirements with
which the products or materials used or obtained during
manufacture have to conform. They serve as a basis for
quality evaluation.

BEE BRFLFIERASAIEMHBLILEEHIC
FBoNDEMHDBUSINEEHEFHMITHEL TS,
holEREFMORELELLD,

Procedures give directions for performing certain
operations e.g. cleaning, clothing, environmental control,
sampling, testing, and equipment operation.

FIEEZ. BFfR. B REEE. YTV T  RE
RURREDORIEGEDREDEERKICEL THERE
5z2%.

Records provide a history of each lot of product,
including its distribution, and also of all other relevant
circumstances pertinent to the quality of the final
product.

RRE.RBZECEHAOVIOBES S UREKEH
mDREICEETDZDMIT N TDRRETLHT D,

13.3 Retention of Documents

133 XEDRE

The retention period for documents is dependent upon

their function. Consideration must be given to any legal
requirements, including the provision of evidence of due
diligence. As a general guide:

XEDREHMIIZTOHEEICE DI Ta— TP
DADIINDORBEED . ETEHLHIEEIETERE
LBEITRIEESELD, —RIMGIESHELTIE. UTDE
HYTHD.

a) Lot records should be retained for the shelf life of the
product plus an additional year

a) AVRRERIE. HADRERFHRIC 1 FEMAL
. RET 5.

b) Weight and measures control records (as required by
the Weights and Measures legislation) must be retained
for a minimum of one year and one day

b) FFEEELRIGHERATROONDESY).
F1 BULERELG TGS,

A Controlled Records List should be used to provide an
ongoing and constantly monitored system for removing
the files of unwanted old data.

FERHEWNT =274V ERET H=HDH#EHAH
DEBERINDGVATLEES-OIZ, EEEEHFEYR
EOMEREND,

Fire—risk should be assessed and consideration should
be given to the use of a fire proof safe for the storage of
electronic backups and, in the case of paper—only

KEDYRIFHEEITL . EFHNVITITDORE.
F OB TOREVATLDEBAFIFEARVEER
EHADRED-HDOMAEEDF AERIT S,

B EH-98




systems, master copies and key documents.

13.4 Classes of Documents

134 XEDEHK

The following lists are not exhaustive but do give an

LUTOYVARNMEIZELETEGLA EELLVXEDEES

indication of the types of documents which are RLTWS,

advisable:

a) Specifications, Instructions and Procedures a) . B RERUFIEE
- Ingredient Specifications - R

- Packaging Materials Specifications

CEERMRE

- Copy of order and/or terms of conditions of purchase

CEXERV/FRFIEREFHDEL

-~ Master Manufacturing Instructions (including standard

-REFRERANBRENGEGZE22T)

recipes)

- Intermediate Specifications - hfE 8 AR AR
~ Bulk Product Specification N JLOE G E
~ Finished Product Specifications SERL MRS

- Quality Control (including Analytical and
Microbiological) Procedures and Methods

- MEEE(OWRUHMENZESD) FIRRVFE

- Standard Procedure for Product Recall

‘A mEROZRENFIR

= Plant Operating Instructions TR EERE

= Cleaning Instructions, Good Housekeeping and Pest GERETRE. @EUEAVTFUOARUARXM-OMO
Control Schedules —JLB%E

~ Plant Maintenance Schedules cTiGA T ABE

- HACCP plans *HACCP EHE|

= Annual Management Reviews REMEICLIEREE

b) Records and Reports

b) EEHERUHE

= Records of receipt, examination, approval, and issue
for use of Raw Materials and food packaging materials as
required by law

}fﬁ’cgﬁéhts EMHRVBEREERMOEA
D= D Z5E. HER. &, Hic DR

~ Records of the testing and release of Intermediates,
Bulk Products and Finished Products

RREERK NNLIERRUERADBRERVHED
S8R

- Records of Process Control Tests O REEHABRD KK
= In-Process Recording Instruments Charts EITHR O EEARTF v —k
- Weight or Volume Control Charts CEEEEFY—+

- Lot Manufacturing Records Oy & ERD ik

~ Customer Complaint Records N G

= Quality Control Summaries and Surveys BRIV —RURE
- Quality Audit Reports and Records -REEERERUVER

~ HACCP Review Reports *HACCP LE 1—3528%

= Training Records -BHEER 8

- Superseded Documents ELBARAHXE

¢) Programmes c) FATIL

* Production Programmes HETOSS A

- Training Programmes BHETOS S L

=~ Quality Audits -mEEE

13.5 Traceability

135 FL—HEYF«

All ingredients intended for use in food supplements
must comply with the traceability requirements as given
in the EU Regulation on General Food Law. Regulation
(EC) No 178/2002 defines traceability as the ability to
trace and follow a food, feed, food—producing animal or
substance intended to be, or expected to be
incorporated into a food or feed, through all stages of
production, processing and distribution.

T—RHTYAVMNERT 50D ST XT EU
D—HEE RFHAI(EC) No 178/2002 IZBWLNTHRESNT=
rL—HEYTaIZEDEITNIERESEL, KRB F N
—HE) T E EE-MI-REREOEEEEZELTER
HLLLTEBIHHARAENDIFED. HAHWEHEAAFE
NBZENTRINEB M. . ﬁFEFEﬂ%itli
MEBEZEBMELITIBIETHIENTEDILETE

L3,

& BHR-99




The traceability of food supplements throughout the
food chain allows identifying and addressing potential
risks and protect public health, so it is essential to
ensure food safety. Faced with an alert food will allow
swift action for the withdrawal from the market of
products or ingredients affected. The traceability
requirement aims to ensure that companies can identify
suppliers of raw materials or products and to receptors
of their immediately subsequent products:

T—RFz—r&FRIZEFEIT—FHTYAV DL —
YEUTAIE. BEMIRIVDEE -FHURVUAREE
DIRELZTREICT D, TDE=H. BORLEHRTD
LTRUARTHD, BRICEENHSINIIGEE. 5
SNFERFELIIRD OTEHNLDOEEIZRE T-EE
BRI AAEEER D, F(L—HEYTAE KX, DEMN
FEMBEFELTREOBRGEEET. RULTOENSE R
NEEDZ(TFETEEERICHETEDLLIIZTHILE
#EMELTLNS:

From who are the products received: Record the batch
number and/or the number of identification of raw
materials or products received and know what will be
done with them.

BREHENSZETIN: NVFBEERV/F=ILZS
LEEMBEE TR ROBRNESEFRETHIE T
NEAMAZFEHONB LI AN FEBELTINAI S,

Link what goes into products with what comes out:
Record entry, intermediate products, know what they
are, how they have been processed, and when.

HAICADIDE. TORRERUDTEHIE AR
Y. FRISSRELEL. EROHEIH WDEDKIIC
MISnE=MZEEERLTLDIL,

What products are delivered and to whom: Record the
complete data of products delivered, customer data,
data, data of all that has been sold and when.

EDHEMNHEITHLTERESNS,N EESh-H R
DEELGT L. BET 2. RESh-£ 8 7 ERH
[SEY 5T 4% T 5L

To achieve this goal, companies must implement all
those systems and procedures that are necessary to
have this information. It is particularly important to keep
all documents and records up to date.

CHOEBRDERDE=OHIC, ERIFEDFEBRDAFITH
BRI RTOVRATLRUFHRELERLET
NEFLEELN HFICEZELORTATOEHEREL.
RRERFOLDICHEFT S ETHD.

Given that in the EU foodstuffs can circulate freely
between Member States, traceability can only be
effective if they meet common requirements in all of
them. It is vital that when the national authorities or the
food supplements operators identify a risk, they can
trace it to the precise source of the danger and the
problem can be isolated to prevent contaminated
products reaching consumers.

EU [CBWLWCEBHGRIEINEEMZERHICRERIETH
BLEEEZDE NL—HEYTAIZ2MBEOHLBRE
HEFH-TIEEIZDAENTHD, REDEFEIE
T—RYTYAVNEEENRIFDRHE LIS SIZ, ]
LMD ERRECTEBITESIL, FEdhi-&l
mAVEHEEICELDERC=-OICHRBEDOHIMEER
BTEAENEETHD,

There is a European Guide available on the website of
the European Commission, which requires food
companies to document the names and addresses of
suppliers and customers, as well as the nature of the
product and the date of delivery. It also calls on
companies to keep the information of the volume and
quantity of a product, batch number, and a detailed
description of each product, whether it is raw or
processed, etc.

HEEBERVETDRMEER. SHICHRBOMHER
VELEBEXELTHEOIBBEEFISKRDHEIMNA A
A MEERDVITHAMLIZHD, COHAR(E
F . HGOKE. \vFES. SHMDOFMERHA. K
MIANMITFEHSNEEDFERELEZRT DEIERITK
HTLS,

All information on traceability must be kept for a
relevant period, such as the shelf-life of the extract
and/or product plus one year. Information on traceability
must be made available to the Competent Authority on
demand. Food supplements placed on the market in the
European Union (EU) must be adequately labelled and
identified so as to facilitate traceability.

Fo—HEYTAICEATHERITTAAT HEMRT/F
ITEAORERFHREIC 1 EEMA-BHEDOLS
2. ZYTHHBRERELEITAIERSEL, FL—HE
DT4ICEAT 51EHRIE. FTEETOERICELT, 7t
SN FNIELESH L EU RITHRFEESNET—KH3T1)
AURE =P EYTAZRET H-DIEY KRR
ShBESNLFNIELSEL,
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The Rapid Alert System for Food and Feed (RASFF) is a
network start—up since 1979 and enhanced by the
publication of Regulation (EC) 178/2002 laying down the
general principles and requirements of food law,
establishing the European Food Safety Authority and
laying down procedures in matters of food safety .
RASFF members are the 27 Member States (MS) of the
European Union, the European Commission (EC), the
European Food Safety Authority (EFSA), Iceland,
Liechtenstein and Norway. This alert system supports
the traceability system allowing a rapid exchange of
information at any time in which a dietary risk is
identified. If a member of this network detects a
potential health risk, it notifies the EC, immediately
transmitting the information to the other members and
carry out the subsequent corrective action.

BRI EHZERS XT L (RASFF) (X 1979 (2B
BLIzR YR T—O T, BRED—MREREEHFRE
L.ERMNEBESREFERIL. BRXEMBEIZETS
FHEERELFEE (EC) 178/2002 DARIZLYTA
{EENf-, RASFF DAL /\—I[Z. EU INBE 27 HE. B
MNEEE(EC), BINBMELEIT(EFSA), PTARIUE,
T a4V RVO/ILIT—THD. COEHIR
TALIE, \L—HEYTARIEZZEHL. BRURIHE
LGS I EALBE THRERLIFERKBEEATEEICT
Bo CDRYNT—IDAIN—PMERE) R DA REMSE
FHRLIIGE.ECITEAIL. RFICCOEREMD A
N—IZHEEL. ZTORDREREEZERT 5,

CHAPTERI14

F14E

Complaints Procedure, Product Recall and Emergency
Procedure

EEFmE, ARORNEVRATFHES

14.1 General

141 —f%EI1E

It is a legal requirement under EU Regulation (EC) No.
178/2002 that if a food business operator considers, or
has reason to believe, that a food which it has imported,
produced, manufactured or distributed is not in
compliance with the food safety requirements, it shall
immediately initiate procedures to withdraw the food in
question from the market. The operator must also inform
the competent authorities in the EU countries where the
product(s) is marketed of the problem.

EU #28 (EC) No. 178/2002 IZHDGEEEHIZELY
T.BERBEEN . BA EE, WEFEERESNT:
BERNERREEEICHELTWVEWREGT ., £
FHETIERIHIIEE. ELICHEORAETIS
NoWETIFHREEMIBT D, £, BXEEILME
DHEEMNIRFEESN TV EU B EOEEE FIZ:@EE
LEFhIEEDEL,

If the product has already reached the consumer, the
operator must effectively and accurately inform the
consumers of the reason for the withdrawal and, if
necessary, effect a recall of the affected product.

HANT TITHEBICRTESATUV S, FXERQ
MR DOMEITHEF ICHEEREZEML, BWER
BERIEFLEINEEHBDOERZEITI,

EEHm-101




The operator has a legal obligation to inform the
competent authorities if he considers, or has reason to
believe, that product on the market may be injurious to
human health. The operator must also collaborate with
the authorities on action taken to avoid or reduce risks
posed by the food. The operator must ensure the
traceability of the products as required by current
legislation.

BREPTOHEAADRRICESLEAREELAHHEE
EENRGY . FEREITIEANSHIEE. EX
EIIEEETICRANTHIENEBERS. FXEEF
. ZEDBMITEYB=0SND) R DIHIEE (TR
LOI=HIZWMONDEEICDONT, BEREHHLELT
IR0, BXREHF, BITETERSNIHERKDOIN
—HEYTAEHERLUETIEGRSRL,

14.2 Complaints

14.2 &1

The full significance of a quality complaint may only be
appreciated by certain responsible persons, and then
possibly only with the knowledge of other related
complaints. A procedure must therefore be provided for
appropriate channelling of all quality complaint reports.

mBEICHTIEFEDEERE. BEDEREEICELLT
DHFEEN JmEICEoTIISIEHEMDEET D
HEOMBER OBEDHIFHESND, EDH. T
RTOREICETLIEFEREEETIE S =OICFIE
EMMERSNETNIEESRLY,

The system for dealing with complaints should follow
written instructions which indicate the responsible
person through whom the complaints must be
channelled.

HELEOFIE . EETOHEREICNKS. FEREIC
[T, BENBENHIREEREENRHEH SN TS,

If the responsible person is not the Quality Control
Manager, the latter should be fully informed and closely
consulted. The responsible person should have the
appropriate knowledge and experience, and the
necessary authority, to decide the action to be taken.

EEEIMEEEELETCTHLEVGS. REEESE
FHF+AHEREEZ N, BRBICHEBEETS. &
FEETEUVGMBRUBBREED, MARTHEFR
ETDDICHELGIEREZRED,

Where possible, product quality complaints should be
thoroughly investigated by the Quality Control Manager,
with the co—operation of all relevant personnel, and a
report prepared as a basis for action and for the
records.

ARG S . HRDREICHTHERIE. TATOHE
BRAEEH AL TREEERETERERICL>THAIZHE
Sh, FRELREEORIWEL THREEMEREND,

Action should include responding to the complainant,
and must include responding to any enforcement
authority involved. Where the complaint is justified,
steps to remove or overcome the cause and thus
prevent recurrence should be taken; and the defective
material which the complaint sample might represent
should be dealt with, including possibly a product
withdrawal or recall.

HER. BBRILITEANORREET, T . B57
2HLPEIMITLURANDRIEZEEFTECTIIELRRLY,
BEDABRHINERASNIIGE | REEZRETIAHFR
L. ZDHERBREEMLT E-OOFIEATONSD. F
fz. BEDH o= TILITE > TER SN D ATREE D
HATREHDOHEEICHLL, FEICEOTERAED
BWEFFXERETS,

Complaints reports should be regularly analysed,
summarised, and reviewed for any trends or indication of
a need for a product recall or of any specific problem
requiring attention. It is strongly recommended that
appropriate summaries include comparative data and
that they are regularly distributed to directors and
senior management.

EEREIOVT, HAOENROBEREILTEE
BT 5 OEEOMERE I RIEAGNNE, EH
BT, ENRURIRT 5. BUGENICLERT—
FESH . MHREVEESFSDICEHRNICEMT S
EERERT D,

14.3 Product Withdrawal and Recall

14.3 B R OHEERUEUR

A product defect coming to the manufacturer’ s
attention, whether through a complaint or otherwise,
may lead to the need for a product recall. There should
be a pre—determined written plan, clearly understood by
all concerned, for the recall of a product or a known lot
or lots of product known or suspected to be hazardous
or otherwise unfit, or of wholesome but sub—standard
product which the manufacturer wishes to recall. A
crisis procedure and management team should be
established.

HEXRENERBRERLXZOMDAETHRDRMEE
REL-BE. HRRNOBEANAELHAREMELH
B, BETHACENHBALTLS, BULIH S, sS4
FREEELGVRBLLEREOVN FIX@E
CREVLODEERENEREFLET 5. HELUT
DEMICONT, EAEICKSFAEEZELETOHERL. B
FREZENVAEICEBLTHEINETHS, BHEE
FIERVEBRF—LERILTINETHD,
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A responsible person, with appropriate named deputies,
should be nominated to initiate and co—ordinate all recall
activities, and to be the point of any contact with the
nominated competent authority on recall matters.

ERERVETICERSN-REBEANMERESH, I
TOEYGESDORER VHBZTL., EULETEIZBEL
T HEASN-FIBEETEDEREBO LGS,

Out of hours contact details of key personnel and
competent authorities should be kept in an accessible
form.

TEBARUEEE T ORES OB L.
BEARGEATRESND,

The design of manufacturing records systems and
distribution records systems, and the marking of outer
cartons and of individual packs should be such as to
facilitate effective withdrawal or recall if necessary. A
good system of lot or lot marking will pinpoint the
suspect material and help avoid excessive recall. Lot
marking of most food products is a requirement of EC
Directive 89/396/EEC.

BERB AT LRUERLHE AT LORM RV
R—=ILDONFERETEND /ST I, BEIZRE
CTHEMNLGBETIXERE{RET S-HI2ThN
5, OybFEEIFAVEDENFITDEN-V AT LI, 5%
WOHIRFEEREITTRL, BEIZEIREETHDIZ
RID, IFEAEDBHRICHTIHOVRDENFIT(E
EC 84 89/396/EEC [T WL\TEFHT TSN TLNS,

There should be written withdrawal and recall
procedures, and these should be capable of being put
into operation at short notice, at any time, inside or
outside working hours.

BERVERFHRECEALTERMEREINTEY. C
NODFHENRADBHN T, EXFEORNEREDH
IhERr . RIETTREIKEEE S TLVD,

The withdrawal and recall procedures should be shown
to be practicable and operable within a reasonable time
by carrying out suitable testing of the procedure.

BERUVERFHEE L. FirEo@EasBROEREC
&Y. EEMNGRERATETARNMNORERARTHD
CEEAIAT B,

The withdrawal and recall procedures should be
reviewed regularly to check whether there is need for
revision in the light of changes in circumstances or of
the responsible person.

BERUVERFHREE. REOELF-FEEEDNE
BICELLTHITORENH AN EHEET S5-I,
EHMICRESND,

Product withdrawals or recalls may arise in a variety of
circumstances which, usually, fall into three main
categories:

HADOMEFXEREHRAGRRTREET HATEE
EAHLN . BELUTD 3 2OATI)—IHESH
%o

a) Where the national or local authorities become aware
of a hazard or suspected hazard, and information and
co—operation from the manufacturer or importer is
necessitated

a) FEFEEMFEOL/AREF IFREDENZE
ML WEXEEFLEAAXEOFRRUH AN D
BLSndima

b) Where the manufacturer, importer, distributor, retailer
or caterer becomes aware of a hazard or suspected
hazard

b) BEXRE . WMARXE BEXE. NEEEFE7
BT EENBEERIREORVEREL-S

c) Where there is no hazard or suspected hazard
involved, but there is some circumstance (e.g.
substandard quality, mislabelling) which has come to
light and which prompts the manufacturer, importer, or
retailer to decide to withdraw or recall the affected
product

o) AETHRELELF/REOENILZVEON, K
MICFHOTIX(EFEUTORE., FERTGLE) . ME
MNRELMNEGY, WEXE  MARETIIPNTES
AEREIN-BBEREFFRERRDREZRSNSD
BENHS.

In case (c), the company will itself have to organise the
withdrawal or recall operation. In cases (a) and (b),
consideration may be given to issuing a public Food
Hazard Warning. Generally this would be done in
consultation with the manufacturer or importer, the
distributor or retailer, and any relevant enforcement
authority interest. Normally any arrangements for
withdrawal would be discussed so that the most
appropriate methods could be effected or endorsed by
the authorities, and would also take into account any
requirements for or arising from the information
indicated below.

C)DHZE . EXFBEH TRHETIXEREFELRT
NEFELLEN, @QRVODEE. EXOBABEES
EHICEANERSNDAREMENH D, —RIIZCOE
FIEREXEFFMARE  EEREF/NE
FERVHEETIHITEREDHREICKYRRSN
2. BE . BERNE. RELBHENLBICLOTEME
ENED . RFEESNDENTELLICHESIND F
=  LFISRENFBERD=-O DEHF-(XF /D
RELE-EREBRICAND,
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Although a defect or a suspected defect leading to
withdrawal or recall may have come to light in respect of
a particular lot or lots or a particular period of
production, urgent consideration should be given to
whether other lots or periods may also have been
affected (e.g. through use of a faulty material or a plant
or processing fault), and whether these should also be
included in the recall.

BEOOVNEZIIEEDREHMICELT. BEF:
[XEURIZDHEMNBRIGELLIEIRHEDEEWNABEDH(Z
HEEEHNBHIH . TDMOOyvRE-ITEAM ORI
EENHO-TREENH S D, FI-ThoFEURD *F
ZICEHBIRENIDNT. E2EET S,

The withdrawal or recall system should lay down precise
methods for notifying and implementing a recall from all
distributive channels and retailers where the affected
product might be, as well as affected goods in transit,
and of halting any further distribution of affected goods.
Procedures should also be laid down for recalling
product from consumers.

BEFEEIZEIR AT LTI, FEIn-8E LR UEH
ERDFBLEIN-EGHAEIM T =TREEDH ST
RTORBFYURILRPINTEENSDEIREE
H-EREL., FERIN-EROBLLIREEFFIET 51
HDOMFELFZEREL TS, £-FHEETIX HE
ENLDEBDOEIURERELTLNS,

Notification of withdrawal or recall should include the
following information:

BWEF-IZEROEHICIEUTOERAEENS,

- Name, pack size and adequate description of the
product

WROET. Ko DT AR RO+ A M

- Identifying marks of the lot(s) concerned

(2T HAVEDESDREE

~ The nature of the defect

‘RIEDMHE

= Action required, with an indication of the degree of
urgency involved

SROLNDEERUVRESEDRT,

= Name of contact and telephone number of contact
who can supply further information

EBNMEREIRETEEIRODNLAMEBHEES

Withdrawn or recalled material should be quarantined,
pending a decision as to appropriate treatment or
disposal. Quantities of the withdrawn or recalled lot of
product, at their identified locations, should be
reconciled with the total lot quantity in question.

BWEFEERSAER I, BOGNBEEFERE
DREFTRBSND HESNIGICEITORE
FEEERsA-HAOVIDEL, BEDQO YD
EITANnLND,

14.4 Emergency Procedure

144 BREAaFHE=E

Regrettably, the possibility of real or threatened hazard
arising from the actions of second or third parties must
be faced (e.g. deliberate contamination or poisoning of
product or ingredient by extremists or otherwise
misguided persons). Although some of the additional
action that might be taken in such circumstances could
be considered outside the scope of this Guide, it is
included because those concerned in the manufacturing
operation would very probably become involved.

BRELHL EZHLKIE=ZEDITAIOELET S
EROBEEFFEEDENDOAREMEEZ T ANLEL
TSRV GRBEREFFSTRTNILRMELE
ABZED . HEREHLLIIERHICH T EHEDHFRLL
KIEHEGE), COFITRATRMONLSEMEED
—BE. AT AROHEENERGTELTEDH &
EXBOBERENEESAENDAREENEREICTL
6. CZIZEFERTLNS,

The first intimation of a problem in this area could come
from a whole variety of sources, e.g. consumer
complaint, from a retailer, the media, the police, the
enforcement authorities, employees, or by telephone,
post or personal contact with any company location or
any employee at any time.

CONHTE. MEDKVDERIL. HEEDEIR.
INEEE ATAT ER.PITEAR. REEMIL, F
FEXOEEDOMAEMLLITIEZDOREE~DKZE
B (BRE, SMELLIEANEMGE . H
LR LFMLEET D,

It is therefore essential that any personnel engaged in
manufacture should be aware of company action to be
followed in dealing with such threats both within and
outside of normal working hours, and that suitable
arrangements exist for calling in key personnel out of
hours in such an emergency. The extent to which any
such emergency procedures may override normal lines
of management should be explicitly stated, and these

ZD=H  BEITRETLIHOPIHUREN. BED
HBEFEONSNAEAD. COLEBRICHLTHET
WORERET VL AVEMOTHLI L, FBHREHND
OLERAKICEERBZFUHT O D@EY)HR
HDTEETHELEMOTHIENEETH D, 5L
EFREAFHRENBEDEESAUICBET HAREMED
HHEHE L, AREICREIN., ChoDFHREFERIC
XEkshs,
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procedures should be formally documented.

Faced with an emergency situation, the withdrawal and
recall procedures described above will apply, while the
expertise of those involved in Quality Control and other
relevant functions should be put at the disposal of the
crisis management team responsible for handling the
emergency.

RAFBICERALBE. LEORERVERFRE
NERASNS—AT. REEERVZOHMOBEERM
[SHBIIEMRMNEESH. RAFEONEICHEE
ZESBHEEF—LOBRITHD,

The possibility of such sabotage and even site invasion
may indicate a need for particular security precautions
in vulnerable areas, e.g. locked rooms, use of seals etc.

OLE=HETARVESLIZEBMADEA DA HEM
T HWEEZZTOTVREORE EDERGFHE
(BOMDDEE. HEDOERRGE) DRBENRETRT S
BHH5.

Cases of intentional or malicious contamination should
be reported to the police for their involvement

HEFLFIEEDHHEICIDFEDGEE . BoDMHE
BEERICHRET D,

Any emergency or recall situation is likely to involve
retailers, wholesalers or caterers, and a smooth and
effective interface with their procedures should be
achieved as early as possible during the crisis.

REFEEERABEGEEE, MTERE, HFTXE
FRBT—2) T ERBEEESAL RSN EL, B
D, TEBLEFTRRICEOSDFIEEDND R L—XMND
NRMEHEERERT D,

CHAPTERI15

FI5E

Internal Audits

REEE

Internal audits must be conducted in order to monitor
the implementation and compliance with best practice
and to propose necessary corrective measures. These
should cover:

NEBEEFIRRANTSITA ADERRVETEER
L.BEGREREZRETHOHIZThNS. b
FUTDLDEET,

Personnel matters, premises, equipment, documentation
(including the HACCP system), production, quality
control, distribution of the products, arrangements for
dealing with complaints and recalls.

BANIZEE Y 5EIE, k. %XiF. XE(HACCP L R T L4
FEO) EE. REEE, AA05E. BERUMEIR
WMIBOEYRD,

Internal audits should be examined at intervals following
a prearranged programme in order to verify their
conformity with the principles of Quality Assurance.

REREEE (X, MEREDRAEMNL TSI EERE
B9 51=0I2. FHIICROONI=TOY S LIH 1M
fRTREINS,

Internal audits should be conducted in an independent
and detailed way by designated competent person(s)
from the company. Independent audits by external
experts may also be useful.

NBEEFHADEESN-FEBRECK>T, ML
LM ETERIND MBEMRICKDMIIL
“HELVARLBEENHD,

All internal audits should be recorded and reviewed
periodically by senior management. Reports should
contain all the observations made during the inspections
and, where applicable, proposals for corrective
measures. Statements on the actions subsequently
taken should also be recorded.

REREEE [E T R TR H SN BERIICKYEHMIC
RESND HEZICEREPOIRTOBRERR
ERERBES . REHEORENEFTND. HERM
[CEon-HEICET AL bELERIND,

The management review meetings should be held at
least quarterly. Minutes from the management review
meetings, stating any action to be taken with designated
responsibilities and timescales for completion, should be
circulated promptly to the relevant personnel. A copy of
the minutes should be retained as part of the
organisation’ s quality records.

REMECKBALELA—Z—T107FDEL MRS
1 ERESNDG, S—T40 T DFEEICIX IBEESNT
EHRETETETOBBARY—ILELLICRONENEHE
BN, EBICHET IBEANLETSND, &
BOBELIZHEBORETLHEN—BELTRESNS,

In attachment to this Quality Guide is a checklist that
manufacturers can use to measure their performance
against the quality standards set out in this Guide. This
checklist is intended as a useful practical tool for
companies. It can be downloaded free from the EHPM
website — www.ehpm.org.

KEEBEHARIZIEFVv I AN HRAESATEY, &iE
E¥ENKAALTEOON-REREICHLTEHED
RERFRAETH-DICERATES, KAFvIAMEIE
EITEOTOERBEEAY—ILELTHELSNATEY,
EHPM Dz T H Ao EBTHA D O—FTES,

CHAPTERI16

% 16 &
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Laboratory Testing

FRARRE

A Quality Control laboratory should have appropriate
premises, facilities, equipment and staff, and be so
organised to enable it to fulfil Good Practice
requirements and complement the scale of the
manufacturing operations.

mEEEMRAMITEY GRS, RiE. FERVREY
JEBL. VYR TI0T4REREE-L. WEEED
BEEWT T HIENTELLSICHRBSN D,

Both staffing and facilities will depend on the nature of
the product range and the amount of testing required. It
is essential that the facilities are appropriate to the
needs of the tests.

AAYIBRBERUVERKEEFVWITIE REEAKDOEER
UROONDBRBEDEICE D BFFREN=—X
[CELTWSIENEETH D,

Testing can be augmented by approved external
laboratories who are accredited for the specific analysis
required. Accreditation should be recognized by official
national or international authorities. The scope of the
accredited analysis should cover the sample matrix. If
not, sample specific validation should be applied.

BRERL.DEGCHEDSITORAIHETHD . KR
NI BRI L > THIEB T 5 ENTED, FBH L
ZTOEOAXEEE-IERKEICL - TEESH
%, RAIESN =DM OEEICIEFEB TR VIRANEF
N3, Z5THVNGEE . YU T ILBEORIINERSN
%

Staff should be appropriately trained and standards of
work should be set at the highest level and maintained
by rigid adherence to approved and agreed methods and
method checks.

AT EBEUGHHEE R (TH, EHREIREKE
[SRESN, KRSNEESNEAEZRVAED AR
EFE&?T%)C«‘:L;%E%E*LéO

Quality Control laboratories should be designed and
equipped to suit the operations required. Space should
be made available for writing and the storage of
documents and records and for any special provisions
such as the storage of samples etc. at the appropriate
temperature.

n“u"'ﬁ"‘-‘ﬁﬁﬁﬁnﬁﬁl;tz\%m’ﬁ%:i_ﬁtéotal:Eﬁﬁé
h.REEHEATNDS, XE.BHEOEREVRE
=&, i?‘:*ﬁ'/?’)lx%@)ﬁﬂ]&m&f@ﬁéﬁ0)4:97&
HARED-HDAR—ZANF ARIgELE>TINVD,

All laboratory equipment and instrumentation should be
appropriate to the approved test procedures, and should
be regularly serviced and calibrated by assigned persons
or organisations.

FTRTOHARADRXRMERUHERIL. RBSNHRF
BMEITELTEY  EESN=AYFEIHEEICKIYE
HpCBE, RESND,

Records of each service and calibration must be
maintained for each piece of equipment. These records
should also identify when the next service or calibration
is due.

MEZEZ. BROEBERVHAERDEHFERELLLT
TSN, £f-. SO ZTIIXREIDOEERVHA
BOYBEEET S,

Written operating procedures should be available for
each instrument or piece of equipment, and all personnel
operating the equipment should be familiar with the
operating procedures.

BHBRFLIERFCEALT BEFIBELFIRATEEL
HoTWA, -, HBREIRET BB AN REFIE
IZFEEL TS,

Where necessary, analytical methods should include a
control step to verify that the instrument or piece of
equipment is functioning accurately. Defective
instruments or equipment should be withdrawn from the
possibility of use until the fault has been rectified.

WEGIGE . S FECITESF T ILRMEAERIC
HWRLTWACLERIATO-ODERFIENEEN
%, MELI-HBRFFEEX BENTTISHET.
FERENDEREENENEIITT B,

All equipment should be maintained to a high standard of
cleanliness in accordance with written procedures.

TRTOHBORFIL., FIREIROEKEIR-N
60

All personnel should wear clean protective clothing
appropriate to the tasks being carried out, especially eye
protection.

ITRTOBEAR. %H’tﬁ?‘é%ﬁ(-
zERAL. HICEZREY

L= iF R Bh R

The disposal of laboratory waste material should be
carefully and responsibly undertaken.

MRFTDRERERYILEF, FEREEEZHF>TTI,
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Samples should be analysed according to written
procedures, which are validated for the required sample
matrix. Validation should be minimal but consist of the
following parameters: specificity / selectivity, recovery,
precision, linearity and range, accuracy and LOD / LOQ.
A validation report should be available and retained.

HUTIVIEFIEEICRLD SN BRI Y
JRIZDWTHREIISN S, REETRIEREHSAUT D/
SA—A—FEL HEME/ERKE. BENE. BE. BEF
MHEIVER, EEEH KLU LOD(FRHERR) /LOQ(E
ETR) . RIABEHEETEARETRESNS,

CHAPTERI17 E11E
Specific Requirements for Botanicals HEMICEATIHEEN
17.1 General Remarks 17.1 #5R

There is a rich history of use of botanicals in Europe.
While many EU Member States have extremely well
developed regulatory systems in place covering the use
of botanicals in food supplements, a common EU
approach still needs to be developed. This section of the
guide seeks to do this by outlining key safety and quality
requirements specific to botanicals that are based on
existing best practice across EU Member States.

A—OyN\TOEDDOFBIZITENEEENH S, %<
D EU MBEMN, EYDT—FHTUAADFERE
EHFEICHEEL-AFFEZERLTLDDIIHL
T.EU OEB7IO0—FEFFEEBIEIDEND
B, A3 TIE . EU MBEDBRITOANRNTSH
TARIZE DI EYHREDRL - REOETEEHHH
I BHIET. INERAD,

17.2 Botanical Starting/Raw Material

17.2 WY O HFEIERE/ R E

The growth, development and chemical profile of a
botanical is influenced by a number of external factors
such as soil quality and water (mineral content, pH etc.),
temperature, sunlight, the season of cultivation and time
of harvesting. All these factors influence and often
determine the composition of the botanical matter.

EHORERTEENEDT—2E. LIENE, K(F
FRIWERE.pH F)RE. B, RERHARTINE
FRHALGEDZDNMNERDEEERITEH. Chod
BEREIANT BV OEBRIZHEEZEZ, ZLD
SENEREYT D

As a consequence, the presence and concentration of
physiologically active substances and contaminants in a
botanical species can vary considerably depending on
where, when and how the botanical was grown. It is
important that the batches of the botanical raw material
undergo appropriate testing before acceptance for
further processing to ensure that the concentrations of
substances with known physiological effects fall within
predetermined limits and allow for the natural variability
of the botanical material. In the same way, botanical raw
material batch testing must confirm an acceptable level
of contamination. It is also particularly important that
the sampling procedures used can guarantee the
homogeneity and representativeness of the batch
tested.

ZTORER. HOEDEYIHE THLEBEMNIERGYE
EUEEYEOFRELETITREX. WDECTENL
SN RLIE-DIZKY RECELGDHAREMEAH
%, FEMMENHBALTOSYMEDREN. FTED
REAICIRESTVNDI L, YA SITBRDESDE
DRMAHDEERIET DO HEYRHMD/\YF
E.ROMIDZFANMISEYIZRETHIENE
BETHD, ARDAET HEYERHNVFRETIEE
ROHBLANNEERELGEINIE GRG0, F- FH
ENBYUTIDTFIEN . REENDNvFDH— 1
BURKRHERIETEDENEETHS,

Testing should include identification, purity tests and
assay of physiologically active constituents or other,
relative quality markers. This is particularly important
when the sourcing of the botanical is changed or when
there are other considerations known to affect the
quality of the source material, e.g. environmental or
climatic conditions so that the risk analysis testing can,
if necessary, be appropriately adapted. Thus it is
particularly important that suppliers commit themselves
to providing manufacturers with such information.

BREILE—HEDR. S BNISERERSDOMERE
RUSH. FEZTOMOEETIZREYT—H—%5
O NIIEMORERELEELIIBE., £IXEHM
HOREBEICEEELEZSENHRAL-ZOMDEIE
NHEBEE.BHICEETHD, o T |HBEEHNTS
LIRS REXEITIREITHILICEHERCT L
NEFICEETHS,
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Botanical raw material sourcing should, where possible,
follow the general principles of Good Agricultural and
Collection Practice (GACP) to ensure identification and
traceability. The supplier of the botanical raw material
should provide written assurance that the botanical has
been cultivated/collected, harvested, stored and, where
relevant, processed in accordance with the
requirements of applicable regional GACP.

HEYMERHOREL. AELISE. BREESERUERESE
B RS (GACP) D —fR[FAIICZHELN, Rl — T4 RERE L
—HEUTAEHRT D EMRHOERES L. EY
NEE/RE.INE. RE. KL TI5E LK AthE
D GACP [ZEMLTIMIIN=ZEERIIRIAELE
K9 %,

For both cultivated botanicals and those harvested in
the wild, particular areas of concern at the
harvesting/primary processing stage are cross
contamination or adulteration, foreign matter
contamination (from harvesting and from pest
infestation), pesticide residues, contamination with
mycotoxins (toxic excretory by—products of
fungal/mould growth) and contamination with polycyclic
aromatic hydrocarbons (PAHs).

HIEEMRUVRESN-FEEYO@AIZ DT, IR
RELIT—BMIEETHICBREINIDIE. Z X5
RFERETMYORM. BEMICKDFLEUREDMS.,
RUEBEEYMORANID) . BREEE. /XY
IZ&BBLE(E/DNUVDIBIEIZKSBEELGH MY LV
IZZIREBEBEERIEKE PARIZKEFLTHD,

As part of the risk management process, botanical
material must be inspected and sorted prior to primary
processing. This should include visual and organoleptic
inspection of the physical characteristics for
cross—contamination by other botanical species and/or
plant parts, foreign matter and fungal/mould growth.
However, the adequacy of such inspection depends on
the form of the botanical material (cut size) and the level
of expertise of the superviser. This is why
complementary testing is necessary to confirm the
identity of the botanical material (see section 17.4). Any
plant parts showing signs of fungal/mould growth should
be discarded.

YROEBIOLRO—RELT, EYMEHIF—XMT
DRIZRE . BRI SNEIRETHD, COFIZIE, fbD
WEYRERV/EISEYDOELIIC &S ZRELEDOYIE
B, EY. B/HEDBEICEATSHRE. BRERE
NEEND ABL. SLEREOZ LM, EYIRK S
DR GYHL A X)) RUVEBEOEMMBEL NI
I2&>TRFED . ZTD=O . HEMHE D DE—HEHEZED
OICHERENBEELSNDS, (EVY3Y 174 S
BO)EMOSEINE/AEDEBEORIEEZTRITHBE.
BRET D,

All botanical species used for the production of
botanical extracts must comply with the requirements of
the Convention on International Trades in Endangered
Species of Wild Flora and Fauna (CITES).

MO EICFERINIEWIEILT T, R
DEENDOHAFLEEEYDOEOERIEIIZET S
FH(CITES(TL UMV ER) ) DEHIZERLEITA
e YA AN

The objective of the CITES international agreement is to
ensure that trade in wild plants does not threaten the
survival of the species. The endangered species and the
degree of protection assigned to them are given in three
Appendices to the CITES agreement. The status of a
botanical should be checked before it is sourced from
the wild.

CITES M BMIL. HFEEYOIEINEDEFELFEMNS
HBWIEHFRITHIETHD MEREERERVEND
123t BIREL XL, CITES D3DDMBEEIZEEH
SNTWS, HOEMEFENSIRET LI5S . BRER
IRREZEFESR T B,

Botanical identification at the harvesting stage is
imperative, particularly with botanicals harvested in the
wild. At least the following information should be
available:

UNFEERRE 1B 1T (I B4 TUFES W -4EY) D
B —THERILBHEBETH D, VEKELLUT DIEREIR
I35,

- Scientific name

FE

~ Common name

— k%

- Whether cultivated and/or collected

SBIERV/FITEEDH

= Plant part or plant product

EY DML FEFEYERY

- Geographical origin (where relevant country and
province/state)

IR (B E T SE R UHA /M)

= Where applicable, information relating Regulation
338/97 on the protection of species of wild fauna and
flora (or to the Convention on International Trades in

LT HIGE. BEMIEDREICET HEEI 338/97
(Ff=1Z CITES) IZBE T 2 1HER
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Endangered Species of Wild Flora and Fauna (CITES)

- Period of harvest - IR 7 HA R

- Traceability (e.g. batch/lot/shipment ID number) f—HEYToNyF/Ovh/HE ID FEELLE)
- Declaration signed by a responsible person EEEICKDIEBERAYRE

- Organic certification where applicable BT HIGE . AR

- A declaration stating whether or not the botanical has
been genetically modified.

BEEFHRBZEDNENLORT

- Statement on the irradiation status of the botanical
source

HEYBEERERHORIREORT

17.2.1 Identity of Botanical Raw Material

17.21 {EYEMHOR—H

It is critical that there is an accurate identification of all
botanical source material selected for further
processing.

EMMIDEHIGERSN-EMBEERRTTIC
LT, EREGER—HHEREITIENBETHD,

As the accurate identification of some botanical sources
can be complicated, it is recommended that the
nomenclature of the European Pharmacopoeia is
followed where appropriate. Other authoritative sources
such as the ‘World Checklist of Selected Plant
Families’ (Royal Botanic Gardens, Kew, UK) or ‘The
International Plant names Index’, theplantlist.org may
also be used.

—EDIEMHERH T, EREGR—4HEZENEH
BAREMENH D=0 ZUTHEE. HINERADA
BBICHSICEN RIS [HROBEERDEDDOF
TYPYAM (EEX1—FTEYE) E£1- 1T EEHEY
£ % 5| | (theplantlist.org)E & DL D EE D H 5 1EHRIR
LF ATIEETH D,

Care should be exercised with the identification, as
there are many cases where botanicals have been
renamed or reclassified. Care must also be taken with
the use of common names as these can vary from region
to region and in some instances can be used for a
different species. Due to difficulties in translation, the
common name given to some Chinese botanicals can
relate to more than one species and identification must
be made on the basis of the Scientific (Latin)
classification.

EYNBHERSATOEY, BoESATVEYT S
BENELHEHO. B—1HHEEICITTIENADLETH
%o Ff-. —MRABFHMBMICIYELDEREMENHY . 5
BIZF O TRELGDEICHLTEASA TWSATEEM
HHH=H, —RBDERICITIELNLETHD.
ROMEIZKY . —ZBOHPEDEYIZFFFonf=—M
BT DLULDEICEET HRIEEMEAH D=0, F—
MHERITZER (STUE) FEICEIERESNEIRE
THbo

The following scheme should be used for the
identification of a botanical.

UTDAF—LAEY DR —EHRICERASND,

- Scientific (Latin) name: full systematic species name
incl. botanical family, genus, species, variety, subspecies,
author’ s name, and chemotype if applicable

"FR(STUERE) RICKRRESNEER B E.
E.HEE A EARUVEATHEE. EFE,

-~ Synonyms: botanical name(s) that may be or have
been used

CBZ ERAShDIEDH S, FEIERSNTEE
%

-~ Interchangeably with the preferred scientific name

EFLWFEREDEMME

 Common names: vernacular name(s)

— & RA

- Part used: e.g. root, leaf, seed...

EREML (R, E. BGL)

- Geographical origin: continent, country, region

- M IRROECIR - KB, B, g

~ Growth and harvesting conditions: wild or cultivated,
cultivation practices, time of harvest in relation to both
season and stage of the plant growth

HEBRVUEREE : AT (ERBD R FIEHE.
YRR DR R VEREE D7 (< BEEL = IR FE R

17.2.2 Confirmation of Identity

17.2.2 E—D=EE

Identification of the botanical material should be
confirmed by the following:

HEYEMOR—EHRITUTIZH>TEIiESN D,

= Macroscopic examination

-ERNRE
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= Microscopic examination; and, where necessary:

WEHRE. RUBEISHLT,

- Chromatographic/spectroscopic examination: e.g. thin
layer chromatography (TLC); high—performance liquid
chromatography (HPLC); high performance thin layer
chromatography (HPTLC)

HORKNI ST/ D RFHIBRE EEBIOATKNT 74—
(TLC) . &&E & A ORI 5T4—(HPLC) |, B EE
20O3IrI574—(HPTLC) %5 &

- Other characteristic assay

- ZDMDFFIER T

Details of the identity specifications for most of the
commonly used botanicals can be found in the scientific
literature, international or national standards, or
in—house specifications. In some cases other chemical
and physical tests can support the identification. Where
applicable, these are provided in the monographs
relating to the botanical in the Pharmacopoeias.
Examples of such tests are:

—RMICERASNIENDIZEAEIZDONT, A—
DREOFMIT. FFERX. BEMNLITIEZEEOR
B FEIHARETRLIIENTES, —HOHIZE
WT. 2D ZE-MERERICKYE — 4 HREIL
SETACEMNTIRETH D, cNDIE, ZBTHEES. X
BAICEESEIN-EYIETSE/TSTEREFE: 1D
DREIEDH I DNWTHEL-/) ICEREHIN TS,
CDEOIETACOBIIUTDESYTHS,

1. Total ash

1.28 5

2. Insoluble ash 2B IR

3. Water soluble extractive BIKBMEHEY
4. Foreign organic matter A5\ KREHY
5. Loss on drying 5HEIEHE

17.2.3 Contaminants and Residues

1723 BFXMERVEEY

It is important to remember that for all botanicals sold
as food supplements, the requirements of food law take
precedence over medicines law and pharmacopoeial
monographs. This is particularly important in the case of
chemical contaminants where the limits under food law
are often more stringent than those given in the
Pharmacopoeias.

T—RHTIVAVRELTIRFESNDEND T X TIZDL
T.BREICET2EHI’EREZRVERAITESK
E/TIVICBETDHIELERBICECIENEETH
B, NEIFIT. BRIETORENERATEDHLN
ELDEYVELBLWMEEERMEDERICEETHS,

However, when Food law does not give any provisions in
terms of methodology and limits, those given by
European Pharmacopoeia may be used.

BL. BREANAFERVREICETHREEZSR T TU
BWNSE BRNERATEDON-LDEEATHL
ATES,

Microbiological Contamination

WMEMER

The specifications set out in the European
Pharmacopoeia under 5.1.8. (Microbiological quality of
herbal medicinal products for oral use) may serve as a
guide to maximum acceptable levels. The following
microbiological tests should be carried out on the
botanical source as identified by HACCP:

FRNERA D518 TRESNF-HREEOAEDEE
EROMEMEMNRE) ERKRFRKEDIEHET D
CEMTED,HACCP [Z&-THESN-EYMEBEER
FIHHLT. U TOMEMEHRENERIND,

- Total Plate Count (Total Viable Count) -HEEHAE

~ Escherichia coli ‘KBE

- Salmonella spp. BEFIR

» Enterobacteriaceae BRRE

-~ Moulds / Yeasts (total combined) -B/BR(EEH)

The frequency of testing is not only dependent on the
form of cultivation and growing conditions but also on
the manufacturing process, which may itself lead to a
reduction of microbial count.

REOHERFHEERARVEFTRKRLITTEL HE
PB DB DL DA REMEDHASEETOERIZEL
2THRESD,

Specially, microbiological contamination with potentially
pathogenic organisms can be a serious risk in botanicals,
particularly in situations where animal waste (faeces) is
used as a fertiliser during cultivation or where surface
water is used for irrigation. In addition, during harvesting,
post—harvesting, drying and subsequent processing
stages, contamination with microbial pathogens relevant

BEARMICEZAE. HICBHYOBMMEREPDRENE
LTERTSEE. TR KEERICERYT S5
B ARKICRDIMEM B RTEY L TRZTY
RDERYSD, SHIZ N, IRER. SRRV ZDR
DMIDEET. MEDREIZEDIRREKIZEDHE
ENRETHARMENDD, TOEH. MEMDEIC
Y L2EHREEHILYT S
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to human safety may occur. Routine testing should
therefore be established for microbiological quality.

Many of the contaminants and residues that can
potentially be found in botanicals can be the subject of
legal limits. Food operators should be aware of the
particular legislation applicable in the countries in which
the bulk supplies are grown and those in which the final
products are intended to be marketed.

HEYRICRRSNDFAREDOHLIFEMERVIER
PDLZLH . ZEFHRDOMRELGDIRENELNHD, B
FER.NLVIBGRAOEYORBEERUVREE M
DRFEFERICEVTERASNDBFEDEREZZHL
THERETHSD,

As the following contaminants and residues appear in
European Union food legislation and in the food
legislation of a number of economic areas/countries, it
is advisable that appropriate testing is carried out and
specification limits agreed between customer and
supplier.

UTOERMERVEEYA.EU BRRALLIZS

ORFRE/BEOEGBAUICEHSNA TS, &

UGREZERREL. BELMEEER TORBORE
BELTHLIENHEREEIND,

Food operators should be aware of the specific risk of
contamination and residues linked to specific botanicals.
In such cases a safety—based approach should be
applied, including the use of specific limits where no legal
limits exist.

BERFEEIREOEYICEELLFRERUVEBRYOD
DRVERBHLTHERETH D cDEIBHIZHNT
T EEFBROGVGEDHREDREDNERAZS .
REUICEILKTITO—FhHERIN D,

Heavy Metals

EER

EU Food Law sets maximum levels for the following
Heavy metals in Food supplements:

EU B&iElF. T—RHYTUAVMIEENDIUTDES
BIZRKRBEZFHIT TS,

-~ Cadmium il Ly NN
- Lead g
- Mercury -JKER

In general, the same limits are applied to Botanical raw
material. However it is important to check the
requirements of individual Member States, as some may
have specific requirements for certain heavy metals,
such as for arsenic.

— MBI, REROREASEYMRMIZLERSN S, B
L.BMRDIIGRHRENEEZRITODLVTHENDEHRE
RITTVWSELAHL-O. EMBEDEREHEET S
CENEERTHD,

Mycotoxins

RAarFLY

= These are excreted by—products produced during the
growth of certain fungi (moulds)

RHEDERE DY) DBIEICHNRET HEMYTH
o

= Mycotoxins already limited by legislation in the EU
include the aflatoxins and ochratoxin A

‘EU TY TIZHIRESN TSI AT UL, 7I5H
FOUORUAISEFXL D ATHD,

- Certain species of botanicals are specifically covered
by the EU legislation on mycotoxins

-—EDIEMREIL, KIS /ANF U HEURRE
DRREEDTLVS,

Environmental Contaminants

RIRBEEYME

These are organic contaminants found in the
environment and which can be found on botanical
matter. The main ones are:

NLIFREORICHEAETIARBFRMETHY. 1E
MDHRICELREHIENTESD, TBLBIDEFLUTDES
YTHB,

= Dioxins, furans and dioxin—like Polychlorinated
biphenyls (PCBs) which can be found in botanical oils
and fats

FEMHEEICRONBST A A F LU ISV RUBE AL+
oIl f=ARUE{LE =)L (PCB)

- Polycyclic aromatic hydrocarbons (PAHSs), currently
only regulated for botanical oils in the EU

BIRFEHRRILIKEF (PAH), IR7E EU TIXHEY I
DNTOHARHFSN TS,

- Radioactivity: where cultivation / harvesting is in
proximity to nuclear disasters (for example, Chernobyl
and Fukushima)

R RE R F A KEB D FREGAOMETRIE/IRES
NGB (FoIL/TA) BELE)

Residues

ZEY

- Pesticide, herbicide and fungicide residues

BRA REARVREFOZEY

- Ethylene oxide, the use of which is not permitted in
EU food law.

"IFLUAFUREU BEATIRERMAZEOHLON T
AN
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- Other fumigants (e.g. phosphine or methyl bromide)

- EDMDEEF (RRTAVFIFRIEAFIVIGE)

As contaminants or pesticides may be concentrated
during the extraction process, this must be taken into
consideration when adopting and agreeing with the raw
material supplier the maximum levels in the botanical
raw material. Where applicable concentration factors
may be taken into consideration as described in EU
legislation.

BEYMEFIEIRREFISHEDEBETEBINST
BEMEAH LD, HEMEHDERRKLARILIZDLNTHES
EELEELBERATAGAIC.COIEEERICANG
FTHIEHESHNEU RAIDHEEDESY., LT 515
B EBERNEEINDUTEEENHD,

Appropriate sampling and analysis of product for
chemical contamination should be applied in conformity
with the requirements laid down in EU legislation. Where
no specific requirements have been laid down in
legislation, other references can be used, e.g. sampling
frequency applied or recommended by enforcement
authorities or specified in pharmacopeia for botanicals.

LEMEFRERANLS-OOESOBEY LY T
DI RUOSHIEEU RAITEDON-EHICERLT
BRSNS, RAICHEEDESHNARESA TGN
BMOEEEZFERTEENTES, (MITHBIZED
TERLLLEHER SN, FEEYICELTERA
THRESNI=H T THEERE,)

The frequency of testing for chemical contaminants is
dependent on the potential risk of contamination. Heavy
metals are normally associated with the soil content in
the area of cultivation. Mycotoxins can be related to
climatic conditions and more importantly to
post—harvest storage.

LZERMEOREHEER. FREOBEVRIIZED
TRFED. EERIIEE. B0 LIEEHELHE
ELTWS, ¥MaAbF OV ERIEIRIR, F- JYEE
BIEICFNERDOREREICEHET HAREMELH
%o

Dioxins and PAHs are normally the result of combustion
processes (industrial combustion, vehicle emissions and
fires) and in certain regions, as a risk management
measure, a high frequency of testing may be required.

FAZXFL RV PAH (XEE. BRIGEDEE(TERK
B, BBEHSAARVER) OBRELEL. FEOH
BT VRIEBRELELTEHEERBENROOND
ATEEMEA B S,

Under EU food legislation, any product in which the level
of contaminants exceeds those permitted in the law
cannot be traded in the EU for human consumption and
cannot be exported. It is also illegal to mix batches with
high contaminant levels with ones of lower levels to
bring the mixed batches below the limits.

EUBMZEDTTIX, BEETRDONTFRLANILEHE
ZERIEVTREEU ITBEVLWTERALLTOEEE
BHETELGL, T BRLRILOENYTFE, LY
BONYFEZEETCRENDRENVFEERT HE
LEETHS,

17.2.4 Marker Determination

17.24 =—HhH—4%IFE

Marker determination is another parameter used to
confirm the quality of the botanical raw material as well
as the corresponding preparation.

X—HA—HEF EMERHERUORAGTIRADREE
BRI BEOIZEDONDILI—DDINFA—E—TH
%o

A marker is a chemically defined characteristic
constituent, or group of constituents, present in a
specified botanical material.

R—A— L. BFEDEYMRMAICEET 5. LFHIC
EBESN-RHEBERF OHIELEIHATIL—TTH
%o

Markers can be used for control purposes, whether or
not they have any physiological activity, as their
function is to assist in the determination of the
composition and quantification of the botanical raw
material and preparation.

R—A—IE, ZOEENMEVFEH R UVRADES LD
ICEELDREZRETHETHAH=O., £HER
DEEICEHLLT . EEAMTHATRETHS.

Markers can be classified into two categories. The first
is termed the ‘active marker(s)’, which is a constituent
or group of constituents that are generally accepted as
contributing to a physiological effect in the body.

I—h—IE220OhT3)—IZH5ERIEETHDH. 1 DB
EMEET—H— 1 EFEN DD T, ARICEEEH
MBRELOTE—MRICEDONT=H A F=IEHER T
IW—TTH5,

The second are known as ‘analytical marker(s)’, which
are constituents or a group of constituents that are
known to be characteristic of the botanical material and
for which there are established analytical methods.
Analytical markers are generally used to assure identity
and consistency of a botanical preparation.

2 DB HT—A—1EFENDLD T, EYRHD
BEELTHON, DT AESEILTOSR S EE
B TIN—TTHD. Y —h—IFTEE. EYRFH
DE—MRV—EUEZRETSOIZERSNS.
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The ideal marker is a constituent(s) for which there is an
established and validated assay method and for which
the assay is not subject to interference from other
constituents in the botanical source or from processing.

BEMLGI—N—F. A ENEILSNILESNT
BY. LS EDBEREHRADMOESE(EMII
FREEEZ TRV THD,

Analytical procedures and marker amounts can be found
in the scientific literature, international or national

PMFIBERVI—HD—EFRPHI. BEHEHLUAX
ZEOERE(FINZERA . WHO OE/FS5T). F£iE

standards (Ph. Eur, Who monographs), or in—house HRBFETRHIENTES,
specifications.
17.3 Botanical Preparations 17.3 HEELE

Definition: A botanical preparation is obtained from
botanical material by various processes (e.g. pressing,
squeezing, extraction, fractionation, distillation,
concentration, drying and fermentation). Botanical
preparations include comminuted or powdered botanical
material, extracts including tinctures and essential oils,
expressed juices and processed exudates.

EE EYMRFL, BRAGMI (. flH. 25, %
B.RME. CBRRUORELGLE) ICLYBYMERRNSED
N3 EMBEAZZ. BRELEMRELEYMEREH
PLFUR FER EERTRUNISNBREESD
ML EEND,

A botanical preparation is a complex product, the
composition/substance profile of which is mainly
determined by the quality/natural variability of the raw
material and the manufacturing process applied. In order
to produce a finished product of consistent quality it is
necessary to determine the specifications both of the
production process and the final preparation.

BEHHFNIESHATHY ., TOHEB/ BRI DT—4
F. EICEMBMORE/BRDESDE, RGEARASH
BEETOCRICKYRES S, —EL-REDTHM
FHRETLEHIC. WETOLARUVRERMGHEID
WA DRIEERET DRENH D,

If manufacturing processes such as comminution or
pulverizing do not alter the composition of the botanical
raw material, extraction processes can subsequently be
used to modify chemical profiles.

MRLEDHETO AN ENREHOBHEEZ G
5E.TO®R. METOLREZFEALTEEDNEDE
BRELETHENTED,

17.3.1 Botanical Extracts

17.3.1 HE¥idHH RS

A botanical extract is a particular type of botanical
preparation which, by using a solvent, results in a
concentration or a dilution of the constituents of the
botanical raw material.

HEMhH A (E B EEESCEICKRY  EYRH DK
NERBELIIFRS B AEDRBFDBFEDEETH
%o

The extraction process may be such as to select, or
remove, particular components of the botanical material.

MHTOEREF, BYERHORFEDR S DR FT-
IRREGETHAAREMEN DD

The solvent and the extractions conditions are the key
parameters necessary to support the characterization
of an extract, as well as the ratio of the starting plant
material to the final extract, which is considered as a
range related to the natural variability of the plant
material.

BER R, W OME . SR WE YR R
FEHOBNEEEMFTEEBE/NTA—E—THD, CDE|
B EYESDBERDESDEICEHTHHEEERL
Shd.

Botanical/Extract Ratio

Y/ oEE

In practice, the extract ratio can be expressed either in
relation to the native extract or the commercial extract.
It is important that the reference is clearly indicated
(either ‘native extract’ or ‘commercial extract’).

EH L HEHEIS . RAMEYF - EEXAHEY
DELLITDNTELRRARTH D ERLEDE. 2D
AE(TXAMEYIF-ETEERBERIONT L
M) MBAREIN TSI ETH S,

A native botanical/extract ratio is the ratio of the dry
mass of the botanical material entering the extraction
process, to the mass of the resulting native extract.

RAEY/MEDOEEF, HETOERICADEY
FEHOZBEEEICTHT S, ERShERABEYDE
DEIETHD,

The ratio is normally given in the form:

BBIFEE. UTORBKXTREND,

Botanical mass (dry material): native extract mass

EYMOEE FIEMH) RRDEKREE
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Due to the natural variability of botanical raw materials
Botanical/Extract Ratios will normally vary within an
empirical range specific for the botanical/solvent
combination. For example, a 3—-5: 1 ratio means that
3-5kg botanical material has to be extracted to give 1kg
of native extract.

BEYMRERHICIEIERDIESD2ENH D=0, {EH/Ht
VOENEITEE. ENERTEOEESEHRDRERMN
FEERNTEHT D, AL 3-55 1 DEIEAEKRT S
HOIE. 3-5 FOTSLDEYRERMEHMET HE 1 F0
TILDORARBEYNTESENIZETH D,

In the case of liquid extracts a ratio of e.g. 1:6 means
that from one kg of botanical material, a yield of 6 kg of
liquid extract is obtained. Because of the fixed
botanical/solvent ratio (s. below) botanical/extract
ratios are fixed in liquid extracts. The term “native”
extract is not applied in liquid extracts.

BRIXTAFIDOBE . FZE 16 DEIAE. 1 FO55
LOEVERFEIS. 6 FOTSLORIFREINELON
BEVNSTETHD, HEW/BEDEEIEIEETHDTI-
HLTESHB) . RIXRFNET5EH/MEHD
BEIEEETHD. [ RAIHMEYOAEERITFRH
[ZIT@ERINZL,

The extraction ratio should be expressed with the
intention of providing the user with the number and
quantity of the constituents of the extract on which the
usage has been based. This is particularly important if
the final product is to be marketed on the basis of
traditional use of the botanical.

HHBIS X, FREOREEL L -HEYMDRD D
EFXFRAEFEICHLEIEREL>TRTRIIND. TN
&, REESHEYOEHMIFABDI-OIZRFTEEIND
BEIEHICEETHS,

Manufacturing Process

fETOER

Each production step should be carefully described in
order to check the compliance of the extract with EU
Food Law in terms, for instance, of Novel Food
regulation.

EREFIEL. HEHDL, G EHREREOHR =M,
5 EU BREZTESTLTVWANEHER T =012, AR
ERRuYY (W

The processes and extraction solvents considered as
traditional are usually included in Pharmacopoeial
monographs. These include, for example, maceration,
infusion, lixiviation, percolation, decoction, and
sometimes purification

ERHERGSNIMIT - HMHBREIRE. ERAD
E/TIVITEEND, CHBIBIZIE, B8, BH. B
iz, Hild, FILAHC &, FERITRELGEZET,

Suppliers should provide a Flow chart that describes the
main important production steps, together with
In-Process controls and acceptance criteria.

HEEE X EECERREFIREHRALE-OO—F Y
—hE ITEMEERVUZAREEZERT S,

The Flow chart (or flow diagram) should contain all the
agreed specification parameters and approved analytical
methods for:

JA—FY—hM(FETA—F AT T IL)IZIELTIC
BALTEBRSNERIB/N\IA—E—LE BN A
ERNTRTEFEND,

- Acceptance of raw materials including additives

HRMYEECEMBDZRAN

- Verification of solvent concentration / ratios

BHDIRE/EE DIREE

= In—process controls

-TEMEE

- Acceptance of native extract quality

CRABEYOREDOZAN

- Acceptance criteria for final (commercial) extract

BR(EER BENOZARE

For extracts containing additives or other food
ingredients (like maltodextrin), the proportion of each
must be indicated in order to permit calculation of the
commercial ratio from the native one.

AP ELBFEZOMOERESD (RILETHRRR) V1R
E)EETHEYICEALTE, RABHY OB END
BXRAMHEYOBREEEETHLENTEDLIIC. £
NENDEESERTLETNIEGSLL,

The process of standardisation and quantification should
not include the addition of substances, whether
synthetic or derived from botanical matter, other than
permitted technological additives and carriers. All
technological additives and carriers must conform to the
requirements of EU food law. Only additives approved
for the particular category of food (e.g. food
supplements) can be used and the levels of use must
comply with the legislation.

BELRVUEELOTOLRIL, &K, HEYWHEIZHE
HoT YWEDEBMEEFHL, BL., EHLNI=HM
BRI R O TEh &2 BR< EfTRR MY R U mMI
B#F3 RTEU BRZEDEHICEMLE TN IELS
BN, BROFBEDHTI)—(T—KHTJAURE)(C
REBESNT-HAmMYOAHMNERRTREIAN, FHELAILIE
BERIENLZITNIERESAN,

Quality Requirements

mERN
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Extracts destined to be used in food supplements within
the EU must fully comply with EU food law. This requires
full traceability back to the source of the botanical for
each batch supplied.

EU ATI7—RHTYAVMIFERSINA T EICHE->TL
HimHEYIE. EU BREICEEICERLE TGS
WY FEE. SN =B N\YFIZDONT, EYDRE
RICETRRISHAZEDTESBNL—HET4ZRD
T3,

All extracts must be in compliance with EU legislation
including contaminants, GMO, irradiation, allergens,
nano—ingredients or additives specifications.

ITARTOMEMIE. FEME . ERFHEBZ. BT,
TULX—FRWE. T/ B FEARNYDORIEE
BT EUFRBIITERLLG TN (FESE,

Regulation on contaminants strictly prohibits the mixing
of contaminated extract with non—contaminated extract
to reduce the contaminant levels.

BEMEICETHRAE, FRUANLVESIETIF 51
OIZHFRSNHEHEMEF RSN TOENELEYZE
BEACLERREICEIELTNS,

For organic extracts, a valid certificate organic status
must be available.

AHRMEYICEALTIE. BT ARBEDAT—FX
AN LI R QA E (A YA AN

For all forms of extracts, full specifications should be
supplied to the purchaser.

HoRWHMEDHMEMICEL T, TLLTHRENBAZ
SRt D,

17.3.2 Specifications for Botanical Preparations

17.3.2 HEMEFI DR

All traded botanical preparations must have a
comprehensive specification between the supplier and
the food supplement manufacturer.

WEIENHT RTOBYRET, HiGEELT—FHT
JAVPRERBOROBFERGREERLTVE TR
(FEH7ELN,

The specification should cover details of the botanical
source, the manufacturing process and all relevant
chemical, microbiological and physical parameters.
Where measurable parameters are given, they should
include the target value and acceptable range. Physical,
chemical and microbiological parameters should also be
accompanied by the test methods from which the values
were determined.

BARTEDEERN, RETOLARVEET TR
TOILZEH. MEMZFHRUVYEZH/NSA—2—%
HHICRBLZ NGRS E0, AIETREL/NTA—S
—NEZoNnDEE. BERERVHRERZEST. F
= EZH . PR RUMEYZER/ NS A—E—(L,
NODEZRET DREFEEH,

As a minimum, the following should be available in all
specifications for botanical preparations:

TRTDEYEHANDOREEL. RIETLUTOEEZH
AT,

-~ The accepted scientific name (Latin name) of the
species used

ERSNDED—RIFER (STUE)

 The precise part(s) of the plant used in the process

TSRS AEY D IEHELGER L

- A description of the post—harvesting process, the
type of manufacturing process (e.g. pulverizing,
maceration, percolation), and, in the case of botanical
extracts, the solvents must also be specified and any
post—extraction processing to obtain the commercial
extract

RERTOER WETOCADEE M. 28,5
BERE) DB, T EDHEYDES. FEEUE
ERMHYZESS-ODMERMTZZRAZLLE TN
FEACYA AN

- Details of the extract ratio (native and commercial
extract)

B S OFM(RARVEEARLEY)

= A full quantitative declaration of all additives,
(including carriers), other food ingredients and
processing aids used in the commercial extract

TARTOFMY(MIBFZEL) . TDOHMOE MR
HERUVEXAHEYICERSLSIMINFIDOTEY

= Name and quantity (range) of the constituent(s) with
known physiological activity in the case of standardised
extracts OR name and quantity (minimum quantity or
range) of the active markers in the case of quantified
botanical extracts. Name and quantity (batch specific
control) of the analytical marker in other botanical
extracts where appropriate

EZENTHREYOSE. EBERAHLEMONS
R DEFEE (8H), £-X. EE2lLSh=HEYH
HYDBE. EUEYT—ID—DEMEVE (RIEEF-
X&) . TDMDEHMHEYDIGEE . BLEIZIELT
PHX—N—DEMRVE\YFIEDOEE),

- Details of relevant parameters, ranges and limits to
confirm identification of the extract. This should include
positive identification such as chromatography and/or
quantification of a marker substance.

HEYOR—EHERERM TS DBEE/NTA—
S—  BELRUVREDFHM, COHRICEE, I—h—RS
DUARNT ZT4— R/ FRFIEELDISIGE—%
HENEFEND,
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= Confirmation of compliance with all contaminants and
residues controlled by legislation in the EU (including
pesticide and solvent residues where relevant)

‘EU DERTHREISN =, TRTOFLEYERVER
PDEHTFEHL TS ED L,

- Specification of micro—biological criteria

MEMEEDFM

- Ranges of levels of relevant safety—related
constituents

‘EROHLIREMICEEL-B S D EE

17.3.3 Quality control of Botanical Preparations

17.3.3 HEMRAFIDOREEE

17.3.3.1 General Requirements

17.3.31 —f3E#

The production of botanical preparations follows the
HACCP system. Product documentation should be
produced and maintained. This documentation should
cover in detail all aspects of the product, from the
agreed specifications for the raw botanical material
through to the release for sale of the extract. This
documentation should include a specification sheet and
a flow chart, see p.10 above.

HEMEFI DR E(F HACCP AT LIZHES, B IZR
TEIXEFERL. RET D, COXEIL. ARSI
HEMEHOBEEISHEYDRTEDI-OHDERET
DHEBDITRTHOEEZEL, COXEITHRE— R
V78—Fv—brEET, LEEOET (EXD 10 R—)
=S,

All raw material specifications and test procedures
should be agreed with the suppliers of the materials.
Details of the acceptance criteria for the commercial
extract and details of the relevant analytical procedures
should be made available to each customer. Information
to support the analytical methods reliability should be
provided. The documentation should be reviewed at
periodic intervals and any amendments made should be
recorded, with the date of amendment.

EHHOBRERVABRFREETAAT. B OH
KEREBLOETERZIT . BXRABEYOZARE
DFEMRUVEEST 20T FHREOFEL . EBED
RERICIRESND A EDEEREERMITLE
OOFEHRERNREHRSND XEF—EDRHRTRES
N BENHNIXEEBREHKISRFESND,

17.3.3.2 Confirmation of Active Content

17.3.3.2 AxhAS DILEE

Each batch of commercial botanical preparation
produced should be analysed to confirm that specified
marker substance levels are within the required range
and that the chemical composition/component
spectrum (for example, chromatogram) conforms to
acceptable limits.

SEIN-BEREVEBFORZNNVFELTLEE
DI—H—FHADLARILHNRODONZEERNIZHZZ
E AL/ B DARIGRL (ORI ST E) N
IREBISEALTWNAIEEIIET 5,

17.3.3.3 Certificate of Analysis

17.3.3.3 S HTEEEEE

Each batch of commercial extract must be accompanied
by a Certificate of Analysis (CoA) detailing the results of
the tests carried out on that batch. As a minimum, the
CoA should cover the:

BAERAMEYOENYTFIZE, EDNYFITHLTE
LR ERBREFBRLEDMARSEF TR T
ERIEW ATEAZE ERETLUTZED,

- Specific identification of the batch, including date of
manufacturing and re—testing date

‘HER. BREBEEC/N\YFIEDORE

= Confirmation of the identity of the botanical extract

HEMH Y D B — £ D EEEA

~ Confirmation that the extract complies with the
specification with regard to the physical and chemical
composition of the extract

A, B OB RSB T HRE
IZEELTWAIEDEEH

= Confirmation that the extract complies with the legal
and otherwise agreed requirements for contaminants

FEYEMNEGFEFSVEINETERYEICE
LTAESN=EHICENL TS EDELER

Confirmation of the irradiation status of the commercial
extract (including the botanical source) and other
relevant compliance declarations can be reported on
CoA or on separate statements.

EXRAHMEY EMBER#EST) OREHNR DR
BARVZEDMDOEET H2BEERTADFEAEE
FEROHEEZEIENTHEFRETH S,

For extracts intended for use in food supplements, it is
essential that the CoA contains sufficient analytical
data on extract composition and contaminant levels to
allow the manufacturer of the supplement to ensure

T—RHTIAVCAOHEMICEL T, REREN. &
KRERICLDEET ST N TORRBATDETFEHER
TEDRIICT A= HTEAZICHEY DR R
WERELRVICHT T RERMT —2Z2EHHE
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compliance of the final supplement product with all
relevant food legislation.

ATRARTHD,

The CoA should describe the parameter tested, the
specification value and range, the test result and a
reference to the analytical method. A trend analysis
should be carried out by the extract manufacturer on all
analytical results at periodic intervals to ensure
consistency of production and facilitate risk
management.

SR EEIREINIZNATA—E— HEDELEE
BH. REBRERVOSTAEDSRICOVTERHT S,
ERSHIE. HED—BEMHERALIVRVEEZRE
THEHIC HEYDREREIZI>TIRTOSH
BRIIHLT—EDRRTERSNS,

17.4 Verification of Process

17.4 7O XDILEE

Consistency of the production should be supported by
appropriate use of master batch records and change
control procedures. In the framework of the HACCP
system in place, manufacturers should take the
necessary measures to ensure that all stages of the
process will consistently achieve the expected results.
Manufacturing and quality assurance should be
conducted in accordance with defined procedures. At
each step the results and conclusions should be
documented. New processes or formulas should be
designed to meet consistently the defined parameters of
quality. Any changes to the manufacturing process or to
the raw material source, including any change in
equipment, should be addressed by necessary
modifications to the quality system. The checklists for
subcontractors, raw materials suppliers and
manufacturers available for download on the EHPM
website are specifically designed to assist companies in
carrying out this verification process. It is also
recommended that companies conclude the detailed
service level agreement with the raw material suppliers
and sub—contractors referred to in section 4.5 of this
guide.

HWED—BMHE. \NWFREHRREARVEEEEFHSE
DEYLEFBIZKYIEEINS, BEESNA TS
HACCP L AT LDMAAIZHNT, BEEEITOE
ADEEBEIZENT, BiIFSN-REN—BLTERK
SNBTEHFRIATHEDITHELENEEZND, WER
VRBERIIIFMEDFHREICH>TERESNS, HX
BECHENT BREER/IXELSIND, F-LTOE
AFERITEEX. —ELTAEDRE/NTA—F—%E
=3 &SI, HETOERFLIXEMEORE
RIZHTIERIEIVT N (REOEFEZST) . RE
VRATLIZRTELBELEBEICKYREBISALZ T
oW, REAEXE. RMHARBEERVEHEEXED
F=ODFTYI) ALH EHPM DT H A MDA oY
O—RLTCTAFARETHAM . FICCOIETOEREF
EHT AN EEXIETAEEEMIZESNATLNS,
f=e KAARDEHL 3 45 TE REN-EME DS
EERUVUEREEZLOMICHEMLGY—ERKESESE
T HEEHET S,

A questionnaire form that provides an overview of the
essential data that companies should address in relation
to botanicals and botanical preparations and which can
be used to check information required from botanical
preparation suppliers is also available on the EHPM

website — www.ehpm.org.

YR OEDEFICELTEEARYRSIEERT—4
ZHEHL. D DOEMRFIOBBEFTISKROHONDIF
WREERTD-OICFERATRELER 74— LA EHPM
DITTH A ENSAFARETH D,
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