R

EEE B

Practice ,

GMP)3

¥ ¥ (Good Manufacturing
a3l (% %)

FEE s nErpay

3T RS

Taiwan Guidelines on Good Manufacturing
Practice for Health Supplements

w5 INTRODUCTION
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manufacturer is to ensure that quality assurance
(QA) system can include GMP and quality control
(QC) mechanism when manufacturers produce
could ensure stable quality of products. The
guidelines provide food manufacturers with
reference when perform quality management
process. It is an administrative guidance document
and use by themselves.

Manufacturing  includes the
process from raw materials,
products, finished-products, and packaging final
products to all the actions such as labeling
ingredients and dosage on containers or relevant
activities not mentioned above. It also covers
premises, facilities and equipment of relevant
production line.

GMP shall be implemented in the
manufacturing process of health food and
supplements so that it can fully control and ensure
that consumers receive the expected qualified
products. This guideline as a guidebook gives
many instructions for people to follow regarding
manufacturing process of health supplements.
Although this guideline does not intend to give any
limitation for developing products, food industrials
are supposed to provide quality control practice if
necessary to ensure the safety and quality of
health supplements.

Those health supplements that use natural
ingredients from animal or plants are easily to be
contaminated and deteriorated in the process of
production. Therefore, it shall take necessary

production
semi-finished
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practice to control initial raw materials,
preservation and processing to minimize
factors to an acceptable level of tolerance. Those
raw materials shall be acquired with certification to
prove that they are safe to use in food. All health
supplements shall be produced under strict
process management and quality
requirements. Finished product testing is only a
part of quality control, not the ultimate purpose.
This guideline is to outline necessary steps
which shall be taken when it comes to the relevant
production of health supplements by
manufacturers. The main purpose is to ensure that
their products could meet the expected quality

requirements.

risk

control
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CHAPTER 1 - QUALITY MANAGEMENT

- S RA PRINCIPLE
Y A &R £ R | Health supplements shall be manufactured so as
* & B A ¥ MR 2 f2; | to ensure that they are fit for their intended use,
TR > L TR R comply with the re_quwements of the National
- o g L ol S b Regulatory Authority (NRA) and do not place the
LB ARG 0 | ealth of the patients or consumers at risk due to
o h e inadequate safety and quality. The attainment of
SFEABLFFRERTTE 0 | his guality objective is the responsibility of senior
L& R LIV E LI F S0 | management and requires the participation and
2R ERFETHELRE X | commitment by staff in many different departments
Py 7o L F g | and at all levels within the company, by the
AR DR BT MRS company’s suppliers and by the distributors. To
LUVE EHAPET R achieve the quality objective reliably there shall be
= P e 3 . .
(QA) i 5+ 245 © B atlis e a comprehensively deS|gned_and correctly
» . implemented system of Quality Assurance
%(G(_)Od Manufactunng% incorporating Good Manufacturing Practice and
Practice , GMP)2 & "¢ #1 | thus Quality Control. It shall be fully documented
(QC) > &= mF & i+ ¥ ZAH | and its effectiveness monitored. All parts of Quality
FExro ¥ L uEiEz 4 | Assurance system shall be adequately resourced
B~ i 42 ool s ~ % | with competent personnel, suitable and sufficient
ARBEEE o premises, equipment and facilities.

1.1 & 3% (QA) ~ 2 i3 it % | The basic concept of Quality Assurance, Good

(GMP)* &7 % #1(QC) L1 i
fEART WSk R
2EFIREE RS T A
HE B BAL o

Manufacturing Practice and Quality Control are
inter-related. They are described here in order to
emphasise their relationships and their
fundamental importance to the production and
control of health supplements.
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A QUALITY ASSURANCE (QA)
1.2 S H A - B R L L 0 | Quality Assurance is a wide-ranging concept which
LETE HEA ST T covers all matters which individually or collectively
o H P AR RA S G IR influence the_ quality of a product. It is the sum total
R e S RS 7 GMP of Fhe organlzeq arrangements made with the _
2 k45l ok hE @ objec_;t of ensuring the products are o_f the quality
poi . required for their intended use. Quality Assurance
% o %?lxa FEE R 9 HDET | therefore incorporates Good Manufacturing
ek LB FE R Practice plus other factors outside the scope of
these guidelines.
The system of Quality Assurance appropriate for
the manufacture of health supplements shall
ensure that:
1.2.1 FREY & 8 &kt 2 B R | health supplements are designed and developed in
“ L GMP & & o a way that takes account of the requirements of
Good Manufacturing Practice;
1.2.2 P rrR 2 2 A & ¢ 411 ¥$4% | production and control operations are clearly
B, ¥4 L GMP £ & o specified and Good Manufacturing Practice
adopted,;
1.2.3 JEP AR T E R E o managerial responsibilities are clearly specified;
1.2.4 Rz & 412 9 ~ BRZ @ | arrangements are made for the manufacture,
* e LR E P o supply and use of the correct starting and
packaging materials;
1.25 L 2 mqeip B @42 & 4002 | all necessary controls on intermediate products,
F 4o and any other in-process controls are carried out;
1.2.6 kAT T2 42 5 ik 7 2 et | the finished product is correctly processed and
Fite1l 2 B4k o checked, according to the defined procedures;
1.2.7 bR A S22 A8 E 4k | health supplements are not sold or supplied before
A i ch® $2 2w p 4z | @ head of Quality Control / Quality Assurance has
B hm T E P f certified that each produqtion batch has b_een
I T produced and controlled in accordance with the
requirements of the NRA and any other procedures
relevant to the production, control and release of
health supplements;
1.2.8 =2y v E iRy | satisfactory arrangements exist to ensure, that the
% 8 FehiE s~ feif 2 14 4 & | health supplements are stored, dis_triputed .and.
Wbt kp P p TR subsequently handled So that quality is maintained
i ﬁ \ throughout their shelf life;
1.2.9 Z2pA¥e b o 1z Y | thereis a procedure for self-inspection and/or
e QA i sz s quality audit, which regularly appraises the
* M effectiveness and applicability of the Quality
Assurance system.
1.3 &LQA - 204> QA &_| Good Manufacturing Practice is that part of Quality
2 i ? #13# | Assurance which ensures that products are
g %A ﬁp m%ﬁ;; EI-E" cons_istently manufactureo_l and cont_ro_lled to the
S % 5 GMP 4 1] & Ll quality standards appropriate to their intended use

r‘%%‘r%#doGMP AkE R

and as required by the NRA or product
specification.
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4o Good Manufacturing Practice is concerned with
both production and quality control. The basic
requirements of GMP are that:
1.3.1 Bz g4 0 ¥k %:2 (7 | all manufacturing processes are clearly defined,
st o BT 974 A o | Systematically reviewed in the light of experience
S RSN Y and shown to be capable of consistently _
Bt . man_ufacturlng hea!th su_pplem_ents of_ t_he _requwed
i guality and complying with their specifications;
1.3.2 ‘r‘gilg WAzhE &5 3% g8 F | critical steps of manufacturing processes and
= i% % % (Verified) o significant changes to the process are verified,;
1.3.3 9% GMP #7% & & %% ¢ 4% | all necessary facilities for GMP are provided
including:
1331 | £ #2 SHI ML R o appropriate qualified and trained personnel;
1332 | i % chdFarx 7/ o adequate premises and space;
1.3.3.3| & if 9k & &2 PRF% o suitable equipment and services;
1334 | trpenfsfd ~ F B2 &7 o correct materials, containers and labels;
1335 | fz/afe s 5 (TEEE - approved procedures and instructions;
1336 | & ph Ew:E @, suitable storage and transportation.
1.3.4 v Er et 2 % 24 % 42 5 | instructions and procedures are written in an
L friv £ E . instructional form in clear and unambiguous
language, specifically applicable to the facilities
provided;
1.35 ik TR R (T I Fr ek 1T | operators are trained to carry out procedures
ERIE correctly;
1.3.6 TALR E AL RLE f«?—'r-‘? - # 3¢ | records are made, manually and/or by recording
2 F T ¥ LB Nd gk | Instruments, during manufacture which
BTk B E A m%ib demonstrate that all the steps required by the
T Y LiE defined procedures and instructions were in fact
N taken and that the quantity and quality of the
DR At AE RN € . o
products as expected. Any significant deviations
f)2 & T Aeipdy o are fully recorded and investigated:
1.3.7 ¢ #EpeiX ity Wid k#3590 | records of manufacture including distribution which
i E - 4 F# > v % | enable the complete history of a batch to be traced,
T Y NPT B0 are retained in a comprehensible and accessible
i e form;
1.3.8 fei¥iBffbg £ MP P S F | the distribution of the products minimizes any risk
b "G o to their quality;
1.3.9 EH VRS » F wiciz- | asystemis available to recall any batch of product,
P A S o] o from sale or supply;
1.310 |HAFAMDEFRIS A complaints about marketed products are
+r 2 hid a4 g 7> ¥ | examined, the causes of quality defects
B E ASL R L o investigated and appropriate measures taken in
respect of the defective products and to prevent
recurrences.
& & #1(QC) QUALITY CONTROL (QC)
1.4 QC #_GMP - 84 » # 3534 | Quality Control is that part of Good Manufacturing

4




FREESEEEFRLU
Az T 5

Taiwan Guidelines on Good Manufacturing
Practice for Health Supplements

Rt

£ R SEE B
o g GaEsd o
FERR R (TS R SR M i
%o A SRTEIALL
o A&t B LSRR QC
A AE FhoT o

Practice which is concerned with sampling,
specifications and testing, and with the
organisation, documentation and release
procedures which ensure that the necessary and
relevant tests are actually carried out and that
materials are not released for use, nor products
released for sale or supply, until their quality has
been judged to be satisfactory. The basic
requirements of Quality Control are that:

1.4.1 MUiE R Ak~ 5 en4 B | adequate facilities, trained personnel and
z ;’E‘r r'ﬁﬁ_}?» i 1@1 LS & approved procedures are available for sampling,
IS INE S B E - ;\ inspecting and tgsting of starting materials,
Ead R AE RS T pa_ckaglng materials, intermediate, bu_Ik, and
25 & GMP 2 TR FE & o flnlshed. produgts, and where appropriate for

= monitoring environmental conditions for GMP
purposes;

1.4.2 Rl s & 4~ X m s 3L | samples of starting materials, packaging materials,
+ 52 & gaBdk > d QC ¢ | intermediate products, bulk products and finished
A4 R E S iR o products are taken by personnel and by methods

approved by Quality Control;

1.4.3 e 2% 5 A g M % - | testmethods are either to be announced by the
7 O d o g s e competent authority, internationally accepted or
i o otherwise validated methods;

1.4.4 H’L’r’}é AN i g %; ’fﬁ 4 % ¥ % | records are made, manually and/or by recording
N 5—3—( sEBAE b-,;ﬂ &) | instruments, which demonstrate that all the
opE R Sk T kL% required sampling, inspectingland testing
G A b IR B o proc;eqlures were actually carried out. A_ny

B - deviations are fully recorded and investigated;

1.4.5 Er3 A &8 k2 4 4 % &4 | the finished products contain active materials
AL R SEAD - complying with the qualitative and quanti?ative
FAREB EIP LR S requirements of the NRA, are of_ the q_uahty
g . required, and are enclosed within their proper
- containers and correctly labelled;

146 }g, 11,1 s R L LR 2 | records are made of the results of inspection and

=2t B P sk 2 % chik 4+ | that testing of material, intermediate, bulk, and
f;& GNP S UP -SR] finishgd p_roducts is formally assessed against
N S T SRR ey specification. Product assessment includes a
S Ao M g x| CVIEW and evaluation of relevant production
documentation and an assessment of deviations
g SRFETPLRAESF from specified procedures;

1.4.7 25 QC & QA i ¢ 78z | no batch of product is released for sale or supply
GEDES RS =) S R prior to certification by a head of QC / QA that it is

in accordance with the requirements of the NRA,;

1.4.8 Ky hitfe A 5§ # 0 | sufficient reference samples of starting materials
PASFEGRE E S thd and products are retained to permit future
AL e YN o examination of the product if necessary and that

the product is retained in its final pack unless
exceptionally large packs are produced.
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A 55T

PRODUCT QUALITY REVIEW

15

7 FZFP BT iy
%8 55E BS i 1k
AL AR KRR E’ﬂ‘**’
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Regular periodic or rolling quality reviews of all
health supplements, including export only
products, shall be conducted with the objective of
verifying the consistency of the existing process,
the appropriateness of current specifications for
both starting materials and finished product to
highlight any trends and to identify product and
process improvements. Such reviews shall
normally be conducted and documented annually,
taking into account previous reviews, and shall
include at least:

151 ¥t A Fa Rk 2 ¢ 44 0 | Areview of starting materials and packaging
Fu| B 3% R o materials used for the product, especially those
from new sources.
152 R Aeir 48 & 551 % | Areview of critical in-process controls and finished
B et o product results.
153 | #HAnEp a2 i | Areview of all batches that failed to meet
Ttz o established specification(s) and their investigation.
1.5.4 Wit £ /AL E A @ & | Areview of all significant deviations or
BF] 0 R RP-h D SR 4 non-conformances, their related investigations,
2§ Al o and the effectiveness of resultant corrective and
preventative actions taken.
155 W { $E MmN %% 2 | Areview of all changes carried out to the
EE T o processes or analytical methods.
1.5.6 oM A SR ~ ¥ 7 & | Areview of product authorization variations
B8 hB B T8 ,ﬁ;g@l dr submitted/ granted/ refused, including those for
= R R )i o third country (export only) dossiers.
157 ¥t T Esk S % % =@ | Areview of the results of the stability monitoring
i B 18 o programme and any adverse trends.
1.5.8 Wit e &k 2 3w 5« £ | Areview of all quality-related returns, complaints
FicA S v ek 2 gL @4z o | and recalls and the investigations performed at the
time.
1509 At E e L et dEA | Areview of adequacy of any other previous
AK K LI product process or equipment corrective actions.
1.5.10 | APB X & fok s enia®E 25 > | The qualification status of relevant equipment and
JoZ o~ ok s rﬁﬁﬁ; Fa 3 utilitie_s_, e.g. Heating, Ventilation and Air
Conditioning (HVAC), water, compressed gases,
etc.
1511 | #3tHEFERE LY » NrixA | Areview of Contractual Agreements to ensure that
WEEp o they are up to date.
15.12 A YN A% T e H % | Areview of post-marketing commitment for new
[P Rief7 {4 @ &2 | product/ variation.
Wt o
1.6 1 B2 2IF K =& w7 | The manufacturer and manufacturing authorization
242! ‘—é— » ¥ % A 4p B o 22 | holder shall evaluate the results of this review and

an assessment shall be made whether corrective
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and preventive action shall be undertaken.
Reasons for such corrective actions shall be
documented. Agreed corrective and preventive
actions shall be completed in a timely and effective
manner. There shall be management procedures
for the ongoing management and review of these
actions and the effectiveness of these procedures
verified during self-inspection. Quality reviews may
be grouped by product type, e.g. solid dosage
forms, liquid dosage forms, etc. where scientifically
justified.

1.7 A& K f E R Jf » = | Where the product owner is not the manufacturer,
ﬁ M & TR A & ] » 12 | there shall be a technical agreement/ contract in
ARG S TR AN place bgtween the various parties that defines thelr
St o ok A S respective respons_lbllltles in producmg_the qual_lty
AR AR ¥R review. The authorised person responsible for final
P PR~ batch certification together with the product owner
WA ded TR TR EL Y ghal ensure that the quality review is performed in
BEFy o a timely manner and is accurate.
% = i A ﬁ CHAPTER 2- PERSONNEL
- SR p] PRINCIPLE
1R L FER BT i § £ 0 | There shall be an adequate numper of person.n.ell
LR B RS R at all levels haylng k_nowledge, _sklll and capabilities
ST G 0 T 3 g relevant to their assigned function, and capable of
i B 113 7 GMP handling their duties properly. They shall have the
attitudes for achieving the goals of Good
Manufacturing Practice (GMP)
BR-FTREET ORGANISATION, QUALIFICATION AND
RESPONSIBILITIES
21 IR EE AR 0 T The manufacturer shall have an organisation chart.
5 et EBERD 0 £ 4 Peqple in respor_lslble\T positions shqll have specific
LIS RNy T s dgﬂes r(ta'cordtid |_rt\ v;/rltten job ctletzﬁc_rlpnons and
=1 . 4 4 anm e e s | @dequate authority to carry out their
f‘;'iF'“ ;g:‘ ﬁm ;K Fm ; T?:f responsibilities. Their duties may be delegated to
v F )@ v E bz designated deputies of a satisfactory qualification
Falo Ao e AHET -2 || evel. There shall be no gaps or unexplained
o7 RI9ES 175 2B | overlaps in the responsibilities of those personnel
FooT )@ 7 i 04 B 74245 | concerned with the application of Good
© 2 25 % A# k¢ 4o | Manufacturing Practice. The organisational
SR APMTE o structure of the company shall be such that the
Production and the Quality Control Departments
shall be independent of each other. Key posts shall
be occupied by full-time personnel (direct
supervision during operation) and shall be given
full authority necessary to execute his/her duties
effectively.
An adequate number of trained personnel shall be

7
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available to carry out the production and the quality
control operations in accordance with established
procedures and specifications.

2.2 4 A H@BP § § 4 L L | The head of Production Department shall be

AT B f; GMP z_ 3% adquately trained and possess good_practical

fo B g e gl g ]'/_\:,'1_ ;g %{» % & | experience _and adequate knowledge in

S A AWM EF w4 A manufacturing healt_h suppl_ements, WhICh can

A Bt @i L;l & P{ % - enable to perform hl_s functions effectively.

T2 F ’4 ? M The he_ad of productlo_n _c_Ie_partment shall have fl_JII

2 A ) A2 A% qrk s authority and responsibilities to manage production

B e of products covering operations, equipment,
production personnel, production area and
records.
The head of the production department generally
has the following responsibilities:

221 |miEASHERBETMAEFS | toensure those products are manufactured and
Afrikis > B L EF o stored according to the appropriate documentation

in order to obtain the required quality;

2.2.2 i M2 ATFEadpr > ¢ | toapprove the instructions relating to production
Fo B ALY el foRE edn 7 A operationsZ incl_udi.ng the in-prqcess controls and to
%tﬁg: H o ensure their strict implementation;

2273 2 A ke k%5 F ¢ | toensure that the production records are evaluated
WINPT d 4R A and signed by a designated person before they are
AElrieAEeicd 4o made available to the Quality Control Department;

224 A E R S ZRAE R G g | to check the maintenance of the department,
R o premises and equipment;

225 |FEMeEEIET E % HEF o | to ensure that the critical processes are

appropriately verified,;

226 FEE¥A A A B2 F4740223F | to ensure that the required initial and continuing
e © ik F & 2 {72 & o | training of production personnel is carried out and

adapted according to need,;

2.3 S IR mgf A &3 % | The head of Quality Control Department shall have
3 e e sk u F ) adequate training and practical experience3 which
FiEE o H Ak A s EfEers | Can e_nable the person to perform the functhns
S EHEE At s A effect|ve_ly_. _He_/She shal_l be given fuII_authorlty and
mrETe f r B n responsibility in all quality control duties such as
f‘ff: R Lrﬁ “l"?wf —*= " | establishment, verification and implementation of
jOIES OB R S = & B | g quality control procedures. He/She shall have
BE g S mEERREEE | the sole authority to approve starting materials,
Far s *Méj‘ B A #%F‘@ intermediates, bulk and finished products that meet
Pachfe s T Y o H B%k P the specification or to reject those which do not
Y conform to the relevant specification or which were

not manufactured in accordance with approved
procedures and under the defined conditions.
The head of Quality Control shall have the
following responsibilities:

2.3.1 PAERIERZ R - & 4 - L A | to approve or reject starting materials, packaging
BN I -V = W A materials and intermediate, bulk and finished
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products;

232 AT T s sk to evaluate batch records;
233 FE BT AT % & DR Sk o to ensure that all necessary testing is carried out;
234 |FEEHENRETIGE DL to ensure that the critical processes are
% o appropriately verified;
2.35 oAk 2 s 182 - % | to approve sampling instructions, specification, test
% k4cd w 5 F ¥ 41424 - | methods, and other quality control procedures;
2.3.6 FadeE frik & & Rig 70 | to approve and monitor tests carried out under
& o contract;
237 L¥ER - (TEH7E % F v | to check the maintenance of the department,
MEFIR o premises and equipment;
238 f;tﬁ; TR S B i 2 4p | to establish expiration date and shelf life
Bochd skl 2 B specifications on the basis of stability test or
E SR LR available stability data related to storage
conditions;
2.3.9 PoEbn R ER L A RE Rearg | to approve those suppliers of raw materials and
T2 Rle e Hitkp - packaging materials who are capable of reliably
supplying products meeting the company's
established quality standards;
2310 |#FRHycFleize £ z- | to evaluate all complaints received or deficiencies
= A S ehg B ERR ]‘h » & & pF i | Noted about any batch, if necessary in conjunction
EEREIS P S A with other departments, and to take appropriate
P action accordingly;
2311 w0 K59k sk & &% k& & | to maintain adequate analytical records concerning
ﬁ, R the examinations of all samples taken;
2312 EtE ﬁ S AR DT to recommend contract-manufacturing operations
bRl T A V] Jzﬁ w4:¢ | which shall meet the company's specified quality
B (72 @j % o standards;
2.3.13 | FAEEFHINME A R o422 35 0 | to ensure that the required initial and continuing
T VR k3 &7z | training of his department personnel is carried out
% o and adapted according to need.
2.4 4 A ®gvm e 2 ¥ i | The heads of Production Department and Quality
fF A s RRiEL o Control Department shall share a joint
responsibility:
241 FEE o AR R 2 4] 2 T to ensure that written procedures are established
Ao HipRl g o A o and to authorize written procedures and relevant
document including amendments;
242 | EEfeE4l W ku 2 4 o | to monitor and control the manufacturing
environment, sanitation and hygiene;
243 hEM AR o to verify critical processes;
24.4 AR HET VIS to train personnel;
245 a2 TR ERE o4 22 | to approve and monitor the suppliers of materials
EEEE and contract manufacturers;
246 @f * ,:_: P RAL2 A HaniE s | to establish and monitor the storage conditions for

=

o

&

materials and products;
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2.4.7 L AR o to retain records;
2.4.8 T8 7 % & GMP «h& & o | to monitor compliance with the requirements of
Good Manufacturing Practice;
2.4.9 EEFkA B AE R g | toinspect, investigate and take samples, in order
Al T T T e to monitor factors which may affect product quality.
E MU TRAINING
25 B3 Xde 2p'ant B4R % | All personnel shall be trained in the particular
TR B B LR 7 4 4 @1 5. | operations and in the principles of Good
B8 ) 17 Lk 0F o Manufacturing Practice.
2.6 BEF 27 GMP &7 '3 % | Training in Good Manufacturing Practice shall be
RO B A on a continuing basis and with adequ_a_te frgquency
GMP & & » ¥ fi4: B # A #]:4 | [0 assure that employees remain familiar with
PP g R E AN D F P Good Manufaqturlng Practlces_ r_equ_lrements
PR @ - relevant to their functions. Training in Good '
E B REERT Manufacturing Practice shall be in accordance with
written programmes approved by the head of
Production Department and the head of Quality
Control Department.
2.7 ¢ 3£ GMP % e v 2" 3% & | Personnel training records including Good
i ¥ w0 & %8 % 425 | Manufacturing Practice shall be maintained and
O the effectiveness of training programs shall be
assessed periodically.
28 B R oL 4 343 QA 0 | The concept of Quality Assurance and all the

ﬁﬁ%ﬁéw%%%’ﬂﬁﬁ

1L T RETEFRGF

measures capable of improving its understanding
and implementation shall be fully discussed during
the training sessions.

¥= %

BMEREARAE

CHAPTER 3 - PREMISES AND

EQUIPMENT

- S RB PRINCIPLE
B 53R EXRG R & 2 A% | Premises and equipment must be located,
Tie Tk B o~ %2t~ aEig - g | designed, constructed, adapted and maintained to
sc2 i o & B M4gigy 4 | Suitthe operations to be carried out. Their layout
b RERT AR TRS A and deS|g_n must aim to minimize the_rlsk of errors
o ved TR R 3 4 and permit effective cleaning and maintenance in
k2T N ‘ order to avoid cross-contamination, build up of dust
A2 EEAER ERES R | o ging and, in general, any adverse effect on the
Ll R i i quality of products.

B % R PREMISES

- R R GENERAL

3.1 W TEFTRETF & Premises for manufacturing shall be of suitable
4 Bl o size, design, construction and location to facilitate
o4 FRfRE - proper operation, cleaning and maintenance.

3.2 I‘Q Rl mE M RZE A | Premises shall be carefully maintained, ensuring

MHITET EERET AN &
%‘r P AR E TR

that repair and maintenance operations do not
present any hazard to the quality of products. They
shall be cleaned and, where applicable, disinfected

10




FREESEEEFRLU
Az T 5

Taiwan Guidelines on Good Manufacturing
Practice for Health Supplements

FEEEirE . according to detailed written procedures.

3.3 FE b A &3 ¥ 1 | Steps shall be taken in order to prevent the entry of
AR o ik EE R g;ﬁgjr unauthqrized people. _

FHZ FRREALD LA 1 Production, storage and quality control areas shall
{Fer A ﬁ B oo not be uged as a right of way by personnel who do
- not work in them.

3.4 PR ~ BB ~RAR¥H b R | Lighting, temperature, humidity and ventilation
FRALFET UREED E D shall be appropriat_e and suc_:h t_hat they_do not
BARREPLUE2 25° 2 adversely aff.ect, dlr.ectly or indirectly, either the
A LA RE LA o products during their manufacture and storage, or
~ the accurate functioning of equipment.

3.5 o> ® B RSB 2 ¢ Bk 2 | Premises shall be located at a suitable site
A approved by the relevant authorities.

3.6 FHRPF-E RELYE%E | Premises shall be situated in an environment
GiF R0 RS G Oy which, when considered together with measures to
4F A o protect the manufacture, presents minimal risk of

causing contamination of materials or products.

3.7 LWL RR AL £ 4 & EF7L | Inorder to minimize the risk of a serious hazard
iR ‘%’ % 8 5 (bldeis *pg]) J& | due to cross-contamination, dedicated and
B EA A Kf 2t FE self-con.talned faC.I|ItIes must be available fc_)r the
SiE AT LS B ﬁr + prodl_Jg:t!on of par_tlcular produc_:ts_ _such as _hlghl_y
BE 4 ARE o S et sensitising matenglg (e.g. penicillins) or b|olpg|cal
ﬂj " preparations medicinal products (e.g. from live
B LT A& R micro-organisms i.e. these products shall not be
$BRo> mx P2 22 | produced in the same facilities used to produce
i Health Supplements. If Traditional Medicines and

Health Supplements are sharing the same
manufacturing facilities cross-contamination shall
be adequately addressed (examples include but
not limited to: by performing cleaning verification or
the use of separate equipment, etc).

3.8 Z R E k3~ 2% 2 2 | Premises shall be designed, constructed and
EopraT  EEBF L maintair_1ed to protect agai_nst access and hafboring
AN BT S OE TR NS of vermin, rodents, birds, insects or other animals.

3.9 3V X P g T &5 % a0 | Design shall consider prevention of mix-up
RAlEJE A S 5 HF% 5 2 | between different products or their components
FHHG A AR and the possibility of cross contamination by other

substances.

3.10 W R e AT A 4 e | Special attention must be given for processing
B e B EF R T operations that generate dust. Measures shall be
Wk s bk 5 Bechg 4 fogp | [@Ken to prevent the generation and dissemination
2o of dust.

3.11 TORE T R E R B Defined areas for the following operations are

required:
3.11.1 R ERTE - Receiving and quarantine of incoming materials
3112 | P HFE - Sampling

11




FREY¥ESsEEEBLYE | Tawan Guidelines on Good Manufacturing
B IEFES5I Practice for Health Supplements
3113 | ABZ ¢ HEEE - Storage of starting and packaging materials
3114 |HELEARTE ° Weighing /Dispensing
3115 |HBFE% - Processing
3116 |E+&F&&sL4miEsw o | Storage of bulk/intermediate products
3117 | ¢ E£% ° Packaging
3.11.8 | KA FER - Equipment washing
3.11.9 Fok A ey R e Storage of quarantine finished products.
ek 5% L FE B 3t 35 4 | Where quarantine status is ensured by storage in
R ¥4 F G, - | Separate areas, these areas must be clearly
Tl EF LR Ed e marked and their access restricted to authorized
& Bk R S X personqel. Any system re.placmg the physmal
* PR MR S ek guarantine shall give equivalent security.
HE ok iR o
3.11.10 | Ef2 £ BREGF T o Storage of approved finished products
3.11.11 | T4 o Designated area for quality control
HBTEEFE PRODUCTION AREAS
3.12 RAlgd2 ~ poe %%~ X 25 | Where starting and primary packaging materials,
7% R824 5 (A - # 2 | intermediate or bulk products are exposed to the
AR TRRAL Bk environment, interior surfaces (walls, floors and
e v o B RS T me e 4 ceilings) shall be smooth, free from cracks and
SR R 0 T )~ ,
Y L',h:i:% oz open joints, and shall not shed particulate matter
e ’j F R frif 4 . .| and shall permit easy and effective cleaning and, if
RERLE %J’” Lk 7‘ Bk necessary, disinfection. The coving of junctions
A o R T i between walls and floors in the production areas is
oo oA R P w:m,pi“ﬁ? prola encouraged to facilitate cleaning.
Yo ISR T RS
20 o BEE e 2 ek &
Fs sl 0 R TR o
3.13 e & B 2ceniBig > 2 & pF2 | Any open channels shall be avoided, but if required
v iBiE 0 £ 2 & gz g | they shall be shallow enough to facilitate cleaning
Db R A sy and. disinfecting. All drainage shall have trapped
ER e kTt i g gy | OUlies.
3.14 FR KRG xR P 2 3 b 0 | Buildings shall be effectively ventilated with air
4 FaE LA~ RAE2 | control facilities (including temperature, humidity
e T N R and filtration), appropriate both to the operations
' ' undertaken within and to the external environment.
3.15 B iTEFERZF L4 o, | Production areas shall be well lit, particularly where
o gFu Aie(Ta L p 4Lt | visual on-line controls are carried out.
B RE o
3.16 W vE wBeng g ~ ®EL | Pipework, light fittings, ventilation points and other
@b U %% 0% i ¥ 2kt | services shall be designed and sited to avoid the
% @43 b b wi s | Creation of recesses which are difficult to clean. As
N pET ; B LT far as possible, for maintenance purposes, they
; o ‘\E qo g a : shall be accessible from outside the manufacturing
AR e
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areas.

3.17 kw0 g & F 4 B | Separate areas shall be used for the production of

LA iTERER o finished products intended for external use or
application and finished products intended for
internal consumption solely.

3.18 B e~ 7f M & 74 | In cases where dust is generated (e.g. during
1M TR A% gﬁ,'g_i 2 %, | sampling, weighing, mixing and processing
B ™ 2k o fﬁ;: operations, packaging of dry prqducts), specific
PR Lr i provisions shall be taken to avoid _

cross-contamination and facilitate cleaning.

3.19 Y & 8 &g £ R R | Premises for the packaging of health supplements
nlzk 2t g )0 g 4 4508 & 2 | shall be specifically designed and laid out so as to
< iF Ao avoid mix-ups or cross-contamination.

3.20 Fs @ Bl v E Rk 3 | Premises shall preferably be laid out in such a way
B lode B gk (E95 B g2 or 3 i | asto allow the production to take place in areas
BRI EFRRE PR R connected in a logical qrder corresponding to the
2L AR 5 sequence of the operations and to the requisite

cleanliness levels.

3.21 Fes® &7 i % ez B ¥ uig | Adequacy of working space, which shall allow
L4 A2 G oaFena (Finde orderly and logical placement of equipment and
VR #‘&ﬁﬂ R o materials and to suit the operation, efficient flow of

work, effective communication and supervision as
well as to avoid crowding and disorders.

3.22 {AFRBBYUBITEFE Changing rooms shall be directly connected to but
% 5 T ile TEFARE o separated from processing areas.

3.23 i 2% r W FL% AT | Changing rooms into the production areas shall
g L IR () AR have adequate hand washing and / or sanitizing
% o facilities.

oA STORAGE AREAS

3.24 ARET KJyz Bz 2 | Storage areas shall be of sufficient capacity to
5 “*J SRz & 5% ¢ kil - ¢ | allow orderly storage of the various categories of
HLd g gl in & mater?als a_md prodl_Jcts: starting ar_1d_ packaging
N N S T L materials, intermediate, bulk and finished products,
oA e o . products in quarantine, released, rejected or
e T recalled.

3.25 m TRERT R F O F 0 & | Storage areas shall be designed or adapted to

Wig ¥ e~ 4 {ek s > | ensure good storage conditions. In particular, they
B MR A ST E b shall be clean and dry and maintained within
B i,%i’? 2o p 5 A o acceptable temperature I|m|_ts. Where special
S gk ik 5 2 (heE B IR storage conditions are requw_ed (e.g. temperature,
=7 %’f W iF (R R I8 idity) these shall be provided, checked and
RF)OF S0 ik L2 | monitored.

Eae

3.26 e wPRKERF 2 FF o | Segregated and secure areas shall be provided for
;:,;Hgm}up G o the storage of rejected, recalled or returned
W 5 materials or products.

3.27 &7 q‘%;ﬁrr;;ﬁgﬁv‘& ¥ 32 % | Highly active materials or products (e.g.

flammable, explosive or toxic substances) shall be
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e BRPE -3 &4 F 02 | stored in separate, safe and secure areas.
%ﬁta‘P kR - X
3.28 ot Y Y ?E#ﬂ *% » | Receiving and dispatch bays shall protect
LR F e %r % h materia]s and products from the weather. _
W ER BT A AR S Reception areas shall_be de_5|gned an_d equipped
Foo b & PEA R~ o en to allow containers of incoming materials to be
Bt (7 R - cleaned where necessary before storage.
3.29 Exﬁ %R s bz 2 E32K A | There shall normally be a separate sampling area
BEEPN BRI 50 | for starting materials. If sampling is performed in
W70 k54 A 21 51 | the storage area, it shall be conducted in such a
Y way as to prevent contamination or
cross-contamination.
3.30 S B Rzt E e H g rw 14 Printed packaging materials are considered critical
£ 14 4p g —Eﬁ £ 5 p4u;iz 2 | tothe conformity of the products, and special
FHEG LS RE B o attention shall be paid to the safe and secure
storage of these materials.
3.31 fe g (R g4 )X R4 AL | Crude (i.e. unprocessed) natural materials shall be
i B g% R )@;a‘ b % | stored in separate areas. The store area shall be
A E P AR R vv_eII ventllatgd and _eqw_pped in such a way as to
} ot w2 ’%*ﬁ‘% % ey | OV protection against insects, or other animals,
5% - ;? ToaEd e g B especially rodents. Effective measures sha!l be
taken to prevent the spread of any such animals
B i BV R T o | gng microorganisms brought in with the crude
natural materials to prevent fermentation, mould
growth and cross-contamination. Containers shall
be located in such a way as to allow free air
circulation.
3.32 BEF RE ok > BFuE § 2 | Special attention shall be paid to the cleanliness
AP IR and good maintenance of the storage areas
particularly when dust is generated.
3.33 Rl B @& e gz d 7 & | Storage of plant materials, animal materials
FrkiE g B~ RA & kg | including parts, microorganisms, extracts, tinctures
WP > R FER ST and qt_her preparations that reql_Jire spe_cial
e conditions of temperature, humidity or light
o protection; these conditions shall be provided and
monitored.
B R QUALITY CONTROL AREAS
3.34 FHRESSET %S If testing is done within the premises, quality
e s (T R B4 > ¢ | control laboratories should be separated from
B A B By A HE production areas. This is particularly important for
£ . laboratories for the handling of microorganisms.
3.35 Bk Ry K aEiRig & | Control laboratories shall be designed to suit the
i (v ¥ enikskEd 0 ¥ g | Operations to be carried out in them. Sufficient
KoM d Rz 241 5 |Space shall be gi\_/en to avoid mix-ups and
40T 33 R SR kA crqss-contamlnatlon. There shall be adequate
o suitable storage space for samples and records.
= g F ;y_ Fﬁ °
3.36 FHEFuag R ERT & * | Separate rooms may be necessary to protect
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= R A A I E&# -~ 3+ | sensitive instruments from vibrations, electrical

BABRREZPE interference, humidity, etc.

3.37 FEREY 2 #w%#;fs i » bl4c ¢ | Special requirements are needed in laboratories
Hcd sk 0 an 7 £ # s | handling particular substances such as
vz 2 Ko microorganisms.

&I E ANCILLARY AREAS

3.38 R1mkdz2 prked % | Restand refreshment rooms and toilets shall be
BAE%E ¥ 7@ e~ |Separated from other areas and shall not have
BT (el TE R 2 direct access to controlled areas (e.g. production
BR) - and storage areas).

3.39 R g %% ~%+3x% 2“7 | Facilities for changing clothes, and for washing and
ZWERE LB D R R toilet purposes shall be easily accessible and
5 o appropriate for the number of users.

3.40 HHERAEEFBRE WG IFETR | Maintenance workshops shall be separated from
BABRE o %3 %% % & |production areas. Whenever parts and tools are
1B D G i R stored in the production area, they shall be kept in
Y TER R rooms or lockers reserved for that use.

3.41 Ao dos e s R | Animal houses shall be well isolated from other
FRdt o ® 3 A 2~ v ($4030 | Areas, with separate entrance (animal access) and
P)EZFUER KA air handling facilities.

KA EQUIPMENT

3.42 i TE X G gkt~ 2 ¥ 2 | Manufacturing equipment shall be designed,
METE RS L HIEH 4 o | placed and maintained to suit its intended use.

3.43 B iTE X G % E v | Manufacturing equipment shall be installed so as
Wi~ dikRN 2 £ p | to prevent contamination or minimize the risk of
% o B PRI (7 KBk 1R R | ©ITOT and, where necessary, tested to ensure the
@ E equipment operate appropriately.

3.44 B ITERF R 8% # % | Manufacturing equipment shall be located at a
o TR UEL AR S 4 distance from other equipment sufficient to avoid
B B o congestion and cross contamination.

3.45 F B A R 2P iRt 2 | Fixed pipework shall be clearly labelled to indicate
NEE R o the contents and direction of flow.

3.46 < Ffepl £ X A Rz Wig iv¥ | Balances and measuring equipment of an
S ER NS X R ¥ appropriate range and precision shall be available
PR HAR for production and control operation.

3.47 ~F2E k& R{od413% | Measuring, weighing, recording and control
%R i g o & 4 | equipment shall be calibrated and checked at
W ¥R AR B 4 o defined intervals by appropriate methods.

Adequate records of such activities shall be
maintained.

3.48 Wi ITE XA B F X324 | Manufacturing equipment shall be designed so that
MRFE o T Ap AR ik it can be easily and thoroughly cleaned. It shall be
SR SR N=R S P E cleaned according to detaile_d and written
o TR procedures and stored only in a clean and dry
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condition.

3.49 o glag Wi p 3% 7 A 50 | Dedicated equipment used to manufacture
%% g v el w &ogw | products intended for internal consumption solely
AT AR o shall be separated from equipment used for the

manufacturing of products intended for external
use or application.

3.50 =di-RagE g f@x 414 i3 (¥ ¥ 22 | Defective equipment shall, if possible, be removed
EEEH RS R SRR from production and quality contrc_)l areas, or at
S TN least be clearly labelled as defective.

3.51 A iRg TR R A S5 | Repair and maintenance operations shall not
Tadpd o5t Firga » |present hazard to the quality of the products. Any
I TR & BRIy missing components such as nuts, springs, clips
S etc, shall be reported and investigated

e : :
immediately.

3.52 i3 i’ré‘—_’;{ AR (7 IR Production equipment (including transfer pipes and
EERE P RHA S hoses) shall not present any hazard to the
LpT > EEEE *%*%W bt products. 'I_'he parts of th_e production equipment
%ﬁ@n\_& ¥ A WEG R that come into contact with the product must not be
HE ~ b 8 g H ) reactive, additive or absqrptlve to such an extent

e that it will affect the quality of the product and thus
present any hazard.

3.53 AR K~ Rl 2 g_r%iﬁi;] Pipes, hoses, pumps and valves used for treated
A Rt A BN R water, starting mg_terials and t_he produ_cts shall be
BArhteEdaegd o ¥ cleaned and sanitised according to written
Sy ey NS B procedures that detail the action limits for
PR biological contamination and the measures to
2 S|P 0 R H T e micro g

- F i be taken.
A %5 o

5 i 4 ? m (H:;Ié:DETNES 4 — SANITATION AND

- S RB PRINCIPLE
I R sd & ﬁ_i & kit {78 4 | Ahigh level of sanitation and hygiene shall be
ﬁ_&.ﬁ?ﬁﬁ' FI o 2 AR ;.*@ practised in every aspect of the manufacturing of
SNMEZEBE UL health supplemen_ts._ _

5 4 T o ”F W i ] ¢ The scople of sanitation and hygleniI C0V9f~_°’| Ny

BT AR RS mAEEE personnel, premises, equipment and utensils; in

AR A fact, anything that could become a source of

MR ER VSRR S contamination to the product.

FiBoe #t3 AR BARFET B | Al employees shall be instructed and encouraged

Bz e A B3 L EZPT AR | to report to their immediate supervisor any

FA &SR AL A o conditions (plant, equipment or personnel) that
they consider may adversely affect the quality of
products.

AR PERSONNEL

4.1 3 B2 ﬁ* ¥ @ BEX &R ¥ | All personnel, prior to employment shall undergo
%1 FH RS BT | health examinations. During the course of their
Bl s B¢ e esriiaa employment they shall also routinely undergo

health examinations which shall include relevant
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FZ R PME LD > 4o
PRI h -

examinations appropriate to the tasks that they are
required to perform.

4.2 “t% R 13537 247 £ fF | All personnel shall practise good personal hygiene.
4 Tt § 2% > 424 | They shall be trained in the practices of personal
fererd ARt B Rt i hygiene. High level of personal hygiene shall be
IR observed by all those concerned with
- manufacturing processes.

4.3 3 A1 AE @i JF & | Any person shown at any time to have an apparent
HAEESTAL D I8 Bap illness or open lesions that may adversely affect
SR EE T FE H47 3 2 the quality of proc!ucts shall not be alloyved to
% 3 @ gL }Elq‘» QPETENN handle raw materials, packaging materials,
18 e g in-process mqtgrlals, and finished products until
- ’ T the condition is improved.

4.4 A1ehd ol v L 2.2 i | Direct contact shall be avoided between the
BLAms PREL D BE operator's hands and raw materials, intermediate
o ek ipgLa s |0 bu_Ik product. Proper washing .of hands and
G i £ E g e £ o | WeANNg of gloves shall be used if contact with

‘ ‘ hands is unavoidable.

4.5 WL A ST SA % %EAL R | Toassure protection of the product from
% 2 7 iz FB G & 4 | contamination as well as the safety of the
(7121 (FPR o ¢ JEERE - personnel, appropriate protective garments shall

L3 ook is A R R 2 D be worn. Soneq uniforms shall be stored in closed
PREY o3 1 FkiE - containers until properly laundered.

4.6 ToRFPRiE A B i~ ®ig 7% | Only authorised personnel shall be allowed to

Tit oo DR A AL A enter production areas.
B 7 pie r Wi iv¥z Wﬁ{r Visitors or unFrained personn_el shall, pref_erably,
AL RE EATEAL not be take_n into the productlon and quallty_control
B2 ipMATA BB i areas. If_thlsf is unavmdable,lthey shall be given
" Al S v information in advance, particularly about personal
PR T AR ER 0 hygiene and the prescribed protective clothing.
They shall be closely supervised.

4.7 Gk~ A a s R § % - 4 | Smoking, eating, drinking and chewing or keeping
FLs wdEHRLZ B 4 E 4o re | Of plants, food, drink, smoking materials and
BT RE 0 AT A rY personal medicines_shall_ be restric_ted to specific
A% G RAde e |Ar€aS and not permitted in production, laboratory,

2 - «, | Storage or other areas where they might adversely
R “”“”? PAHEFS D influence product quality.
TR B Fit i 5 o

4.8 Wi TE RS 7;%-5 ik 4 B v~ | The wearing of makeup, wrist watches and
Fefl £ 4k & H 46 0 £ H AR jewellery sha_lll be prohibiteo_l in the production area
# % P IE VR i @ B however fc_)rjewellery or objects that cannot b_e
Prat b im  fed ik AL o removed; it must be covered by material that is

/F OR 5= = "G . . . . .
maintained in an intact, clean and sanitary
condition.

B PREMISES

4.9 kgl A Sk 5 RiE % K | Premises used for the manufacturing of products

PeaEag o @k LEEs
AR

shall be of suitable design and construction so as
to facilitate good sanitation.
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4.10 Baifg ek ® 437 3 b | Adequate employee's washing and well ventilated
WHFFF T [ R F R RS toilet facilities and changing rooms shall be
3 ﬁ,ﬁﬁ 1 o provided at suitable locations.
4.11 & il § enie ¥ 3k B RES % > | Suitable locker facilities shall be provided at
VR L ek PRI A S appropriate locations for the storage of employees
= clothing and personal property.
4.12 Ai4 a2 @& ~@* 25 | The preparation, storage and consumption of food
VA # ! uf* «gm %% » 4 : | and beverages shall be restricted to specific areas,
B 1% B o B ELaES such as meal rooms a_nd canteen. Facilities in such
o, v 3w cj 25 7 g2 | FOOMS must meet sanitary standards.
x4 o (il e ?; 5 Meal rooms and canteen rooms shall not havg
Fobl e R T direct access to controlled areas (e.g. production
B)- area and areas use to store materials used for
production and finished products).
4.13 A F VR Bk | Waste material shall not be allowed to accumulate.
¥ ow ok wykJi i & +va2 | Itshall be collected in suitable receptacles for
A oh Mo T iR T XA remoyal to collection points Qutside Fhe buildings
e AT - and disposed off safe_ly and in a sanitary manner at
- B regular and frequent intervals.
4.14 i F Ak BUAN B ﬂgﬁﬂ ~ '8 % | Rodenticide, insecticides, fumigating agents and
R mﬁH GRAE: A sanitising materials used must not contaminate
By R s MR b1 B _equipment, raw material_s,_packaging materials,
S5 R e R R in-process materials or finished products.
" . | There shall be a pest control programme,
=0 blhe e B B R EAER | 00 ents such as layout, trending and
2AEH R o R EPERT AP expectations. Contract agreements shall be
RO established, where applicable.
4.15 &3 % % AR R L ~ 5% | There shall be written procedures assigning
FiEo s IS BB K responsibility for sanitation and describing cleaning
I RO R iars Y schedules, methods, equipment, materials to be -
FEGARARD > EE used and facilities to be cleaned in sufficient detail.
f no A Such written procedures shall be followed.
R85 F FHRITE -
4.16 Al m fosge BN 2 w3F ) | Pets are not allowed within the vicinity of the
Bt > o5 Rb o manufacturing plant.
Kz EBE EQUIPMENT AND UTENSILS
4.17 RHERERP HFF i | Equipment and utensils shall be cleaned both
*ois PR %ﬂ ®it¥ A 3% > | Inside and outside after use according to
R FERGE AE R established proce_dures. Cleaned_ _equipme_nt sh_a_lll
FETE O I be kept or stored in a clean condition and identified
e with the status of cleaning, and checked for
e T cleanliness prior to each use.
4.18 R BN RN -;«;L;%’* Vacuum or wet cleaning methods are to be
E o ER Y% @ﬁﬂr; R % g | preferred. Compressed air and brushes shall be
SRR TR Ry e gsed with care or avoided if possibl_e, as they
ko increase the risk of product contamination
4.19 A~ ek F kK # 7 & | Cleaning agents, washing and cleaning equipment
* 4540k 0 ¥ RiE * 3§ § o | shall not be a source of contamination. The choice
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= N4y ;Fi;fzj °

of cleaning method and agents shall be carefully
considered and justified.

4.20 Te#e v i3 2 B 3 2% | Adequate space, preferably separated from
.,gw,s;q Y12k s B ¥ 4]a% 7 | processing areas, shall be provided for cleaning
LR RAE o and storing mobile equipment and utensils
' including the storage of cleaning materials.
4.21 e E‘} <5 ME A~ BEZ | Written procedures shall be established and
FREzFRENE PRAE followed for cleaning and san!tising of equipment,
utensils and containers used in the manufacture of
health supplements.
4.22 BEZHEZTUE KR &ﬁt These procedures shall be prepared to prevent
ERB N EBSL o 30 4‘_4 equipment contamination by cleaning or sanitising
TN R agents and shall at least include the following:
4221 |iFFhgE e responsibility for cleaning,
4222 | 7%y E - cleaning schedule,
4223 | FiF>E . cleaning methods,
4.22.4 * AR ITESTR ok F 2 | methods of disassembling and reassembling
L o equipment.
4225 | EAIrarEx Kt o methods of disassembling and reassembling
equipment.
4226 |Fmine 2 % @ - =t & Fai% | removal of previous batch identification
T oo
4227 |® mEFF2KE ok & | protection of clean equipment and utensils from
® % 2w A R o contamination prior to use
4.23 I 8% v ¥ > ¢ 74 o | Records of cleaning, including the appropriate
B HKAL o sanitising and inspection conducted prior to use
shall be maintained.
, CHAPTER 5 — DOCUMENTATION
?“; T i <> *
- S RB PRINCIPLE
UAF P2 i S TR Good documentation constitutes an essential part
(QA) 4 o & ¢h— 284 > 245 | of the quality assurance system. Clearly written
G L TET IR E R documentation prevents errors from spoken
HTEEAE 0 4 KR LT ﬁ % i communication and permits tracing of patch history
ﬂﬂ A o b Al of the_product, fro_m purc_:hasmg qf starting
y L ‘ﬁ‘ | materials to the distribution of finished products. It
AN N R "”‘ ‘ﬁ""ﬁ * L * | shall be able to record executed activities for
¢ GMP 4p B 2 17 % - W3¢ ¥ % | maintenance, storage, quality control, distribution
%R 3 o2 it 3k % | and other specific matters linked to GMP.
i E e o~ (T3 50 s 8« | For manufacturing activities, a documentation
f2 A2 2 %4> B g g | System mustbe prepared. The system consisting
FEoEa o of manufacturing formulae and instructions,
= /F . .
specifications, procedures and records must be
free from errors and clearly established.
-RE R GENERAL
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5.1 v i kAU k8T = B iE = | The system of documentation shall be able to
& - g Feherd k40w & | record the complete history of each batch. It shall
RV S SR be adequa_te to permit investigation and tracing of
A any defective products.
5.2 2 B e B4 % & 2 F o | Documents shall contain all necessary information,
T g s ;N34 > ¥ | to be kept up to date and any amendment shall be
R formally authorised. It shall include provision for
periodic review and revision as necessary.
5.3 AP edRT 32" 5 Product related records shall be retained for at
3 least five years after the expiry date of the finished
product.
5.4 v itz g7~ L #7% A2k o % | Documents shall be designed, prepared, reviewed
B p 4 SHfEL §% 0 | anddistributed with care. The reproduction of
T AR BITEE R o 1 working documents from _master documents should
PR AR AR A not allow any error to be introduced to the
R R reproduction process. Reproduced dqcuments
A= p e * = | shall be clear, legible and duly authorised.
2 R AR, U
#‘ﬁ¥¢ﬁ%T%W%ﬁo
55 2 d i g LR Documents shall be approved, signed and dated
B~ g%, y:xp g% p g - | by appropriate and authorised person.
56 ~ EpN 3R FE 0 {482 P eh | Documents shall have unambiguous contents; title,
Bt S HGE 0 Bt R A S nature and_ purpose shall be cIearI_y stated. They
R Ao shall be laid out in an orderly fashion and easy to
be checked.
57 2 E P kI E aF s RT3 | Documents shall be regularly reviewed and kept up
sk o 13 3TRE R W A B3 4 | to date. When a document has been revised,
e LR o systems shall be operated to prevent inadvertent
use of superseded documents.
5.8 EZEX22EL8 > 4oF | Documents shall not be hand-written; although,
BB BEMA T f“’”l Whe_re documents req_uire the ent_ry of data_, the_se
BoaeR S A % BT entries may be ma_de in clear, legible, and llndellble
CREE i3 ARiE handwrltlng. Sufficient space shall be provided for
such entries.
5.9 FHUEBEFL 237 %5 | Any alteration made to the entry on a document
B4z pH o ¥ RS iTR shall be signed and dated, and where appropriate
T2 A WEFERT G the reason of the alteration to be recorded. The
alteration shall permit the reading of the original
information.
5.10 R aR A E - F ik ivp 2 | The records shall be made or completed at the
% % A& 51 (T A7 18 12 3y o | ime each action is taken and in such a way that all
significant activities concerning the manufacture
the product are traceable.
511 L4V SR+t & 4p R o w’f | Data may be recorded by electronic data
TRk 4—}< ggi fe 5 v H % | processing systems, photographic or other reliable
Y2 PR AL Bt fE 0 | Means, _but detailed procec_:lure relating to the
Ji g E 4 ﬁ e system in use shall be available and the accuracy
L n of the records shall be checked and verified. If
Lo DG PARAE documentation is handled by electronic data
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Waro WL & LB
Bicph: b2 h o

processing methods, only personnel who have
been authorised shall be able to enter or modify
data in the computer and there shall be a record of
changes and deletions; access shall be restricted
by passwords or other means and the result of
entry of critical data shall be independently
checked and verified. Batch records electronically
stored shall be protected and back-up. It is
particularly important that the data are readily
available throughout the period of retention.

5.12

IR EERERET G A F
2 AT®ELH o RIRGE4pH
BAEE P RHEMEF AR K

- 2] %
5 ?)’l‘f:ﬁ o

The manufacturer shall practice what is
documented in the written procedures. Under
circumstances where there is a change in the
practice, the written procedures shall be promptly
updated. On the other hand, if a written procedure
was revised, appropriate training shall be provided
to ensure that the personnel carry out the work in
accordance to the revised procedure.

FFEHAAN 2 &

QUALITY CONTROL DOCUMENTS

5.13 & E I3V R & 02 T | The following shall be readily available from the
> o Quality Control Department:
5.13.1 |*#®f - Specifications
5132 |PHkAEAEZ - Sampling procedures
5.13.3 |t 22 k4 (7 kB <4 | Testing procedures and records (including
3 AR analytical worksheets and/or laboratory notebooks)
5134 |~ 1L 2 (M)FES - Analytical reports and/or certificates
5135 |HRBEPRE (EpF)- Data from environmental monitoring, where
appropriate.
513.6 RERDT ER G aE e/ 22 | Procedures for and records of the calibration of
G A% o instruments and maintenance of equipment
5.14 SE AR 2 BB RT3 1 | Any Quality Control documentation relating to a
LB E . batch record shall be retained for at least five years
after the expiry date of the finished product.
BH SPECIFICATIONS E
5.15 B ESE R 5 & Wil X 2 | The materials used in the product shall be handled
R0t * 2 KoLz H i | inan appropriate manner and manufactured in an
T 2 & F e s ic AR R appropr_iate_ controlled condition to prevent cross
YRR G o contamination. Documented traceability of the
- material and suppliers is fundamental to the quality
of the finished products and shall be made
available.
X R SPECIFICATIONS FOR NATURAL MATERIALS
516 TR R LR ES S The specifications for natural material shall where
PE appropriate include the following:
516.1 |z 27 nsld & 2 —g ° Scientific name and if possible with reference to

the authors.
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5.16.2 AR KRR AR~ EfE Details to the source of the natural material
A NS SN - Y ,g (country or region of origin, and where applicable,
* 35 o cultivation, time of harvesting, collection
procedures, possible pesticides used, etc.).
5.16.3 | &g * 2L A5 e o Whether the whole plant/animal or only a part is
oo used.
5.16.4 | % = = hEMH AP FER f# 2 | When dried plant/animal is purchased, drying
7R S A system shall be specified.
516.5 X RPV i 4p 5 Bl 2 2 2% | Pictorial demonstration/description of natural
X AR B AR (TR o material, macroscopical and/or microscopical
examination.
5.16.6 FRETF s Storage conditions and precautions, when
necessary.
5.16.7 | 3 =¥ Lo Shelf life, where applicable
5.17 BiEFiEF 2 X R4 > & | Testing procedures shall be available if the
tHRERARSE o ¢35 following tests are conducted, where appropriate.
5.17.1 ﬁ" Tt e ek E RS F | Identification tests including, where possible, tests
AR E A o for known active constituents, or markers.
517.2 S A S MR ipik = & hig | Assay, where possible, of constituents of known
5o therapeutic activity or markers.
5.17.3 | & ¥ #1 7 Uik Sk o 4o 4>~ | Limit tests such as ash value, and presence of
Wz B2 H i ER o eng | essential oils and loss on drying.
E
.&_ o
5174 | £ &% -7 w53 ~ k32 | Tests for heavy metals and for likely contaminants,
LN RT3 foreign materials and adulterants.
5.17.5 | *%&& ~ A+ £ - M2 $ 40 | Tests for radioactivity, mycotoxin, fungal and
LY =X S microbial contamination.
5.17.6 EFBd s 2 2 A KA F 2. ¥ | Test for residual solvents in extracts or finished
% o products, where applicable.
5177 | B &2 % - Other tests, as required.

RFFrE H2 RRE

SPECIFICATIONS FOR STARTING MATERIALS
AND PACKAGING MATERIALS

5.18 ALz & etk & pFf ¢ | Specifications for starting materials and packaging
3 materials shall include, if applicable. When, starting
material is a natural material, please refer to
paragraph 5.17.
5.18.1 | mildcit » ¢ 3& a description of the materials, including:
51811 | & % B pnsd g o the designated name and the internal code
reference;
51812 | %4 &% & o the reference, if any, to a pharmacopoeia
monograph,;
5.18.1.3 | t7/82 BRFT » ¥ ¥ it &4 4_ | the approved suppliers and, if possible, the original
B2 & H producer of the products;
5.18.1.4 | A & ¢ H2 Btk fp o a specimen of printed materials;
5.18.2 |PHRI{AEKwE D E o directions for sampling and testing or reference to
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procedures;

5.18.3 | & ict:¥ k3 < € % @ik | qualitative and quantitative requirements with
® o acceptance limits;
5.18.4 | &Ew o storage conditions and precautions;
5185 |E£ATkA AL FiFd o the maximum period of storage before
re-examination
L mfrh L R RHE SPECIFICATIONS FOR INTERMEDIATE AND
BULK PRODUCTS
5.19 AR ER S Y | Specifications for intermediate and bulk products
AiF¥ o AL A w2 Hsk#-ir | shall be available if these are purchased or
AR B EE transferred, or if data obtained from intermediate
L e AR ML B 2 products are used for the evaluation of the finished
s g ;;# R AL R ; .~ | product. The specifications shall be similar to
IR £ PR S e specifications for starting materials or for finished
products, as appropriate.
s SPECIFICATIONS FOR FINISHED PRODUCTS
5.20 RS RPFR S 7T 74 | The specifications for finished product where
% appropriate shall include the following tests:
5201 |#&2$HAEELHE - Microbial limits;
5202 |E&2HEHRE- Heavy metals limits;
5203 |EEHIEBEAEAA Uniformity of weight (for tablets and capsules),
)~ # (R & - 428 2 4 &) | disintegration (for tablets, capsules and pills),
A5~ AR E R (RAA hardness and friability (for tablets), and viscosity
) ARR (R IR CRRiR ) o (for internal and external liquids);
5.20.4 |fmEhEAcpEd ~ vek ~ F | Physical appearance such as colour, taste, texture,
Byl E o size, etc.
5205 |Hib &2 H5%- Other tests, as required
5.21 PR E I The specifications shall also include:
5211 | A& LfEE PIVET R AE The designated name of the product and the
internal code reference where applicable;
5212 |f*a&H %4 )]?c ° The formula or a reference to;
5213 |[#A|zx He £33 pike A description of the dosage form and package
details;
5214 |P#% %% 2 & pr5)d | Directions for sampling and testing or a reference
H ik o to procedures, where applicable;
5215 e § g o % &P | The qualitative and quantitative requirements, with
bep LR o the acceptance limits, where applicable;
5.21.6 | AR > & & pFicp 45w a0 | The storage condition and any special handling
i 2 EIE o precautions, where applicable;
5.21.7 | F P - The shelf life
4 A it PRODUCTION DOCUMENTS
Rigge = fotra Ep MANUFACTURING FORMULA AND

PROCESSING INSTRUCTIONS

Formally authorised Manufacturing Formula and
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Processing Instructions shall exist for each product
and batch size to be manufactured. They are often
combined in one document.

5.22 Blgpe ¢4 The Manufacturing Formula shall include:

5221 | A& EHEPINET G The name of the product, with a product reference

code relating to its specification;

5222 |AA P E A B2t A description of the product dosage form, strength

of the product and batch size;

5.22.3 | Z1darg i * ek o & R | Alist of all starting materials to be used, with the
2 nfffsié * B r4e2 2 | amount of each, described using the designated
ey $Y F4e 1 B AR LR name and a reference which is unique to that
s Rl s b u] e a0 o material; mention shall be made of any substance

' that may disappear in the course of processing;

5224 | B4éP @ & E 2 525 | Astatement of the expected final yield with the
Tig %o LB pFjp M L A 5 | acceptable limits, and of relevant intermediate
2 A& & o yields, where applicable.

523 B X AR T E R R o The Processing Instructions shall include:
%

5.23.1 L irEz 2% 2 RX A statement of the processing location and the
% o principal equipment to be used;

5232 |k %2 Nx H %Y ik | The methods, or reference to the methods, to be
Fhod %~ % R o used for.setting_up the equipment (e.g. Cleaning,

assembling, calibrating);

5.23.3 | #Fimete 1 9 B (4o R k3 Detailed stepwise processing instruction (e.qg.
¥~ % AgE s 3plag Ao~ o= & | Checks on materials, pre-treatments, sequence for
PR B R) e adding materials, mixing times, temperatures);

5.23.4 |- @42 g 4lenit£4E# 2 2 | The instructions for any in-process controls with
g o their limits;

5.235 | ¢ & FRFEIER S L 2 s | Where necessary, the requirements for bulk
s 7% B 457~ #wpk | storage of the products; including the container,

G ehiE & o labelling and special storage conditions where
applicable;

5236 |H# i3 EHE o Any special precautions to be observed.

5.24 7 FEERELH R oo | The processing instructions shall describe the
¥ (TIEE P pidy it o 4o A & - | different operations carried out upon the crude
D N T BN Y =S U mater_la_l such as sorting, clganl_ng, drying, crushing
G AeTE R B S R R and sifting, and include drying time and
s A T ks i e i U 6 temperatures, and m(_ethods used to control_
N e h e w o fr_ag_ment or particle size. It shall also descr_lbe the
AR R T B4 sieving process or other methods of removing

foreign materials.

5.25 &7 TFEEEZ H %4 v | Inparticular, there shall be written instructions and
WA S& w4 e 4 | records, which ensure that each container of the
P BNy N VRN g - - product is carefully examined to detect any
I adulteration/substitution or presence of foreign

matter, such as metal or glass pieces, animal parts
or excrement, stones, sand, etc., or rot and signs
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of decay.
5.26 S A x2 4 2 &7 (¥4 | For product preparation, instructions shall include
®hotAp bl X Bt ¥ ¢ » 2 ;3 | details of base or solvent, time and temperatures of
B OBEREER 0 2B kS extraction, details of any concentration stages and
R T TR methods used.
¢ ETEER PACKAGING INSTRUCTIONS
5.27 R4 %15 38 & &4 2@ % 7% | There shall be formally authorised Packaging
LS 7 p;n # 5 & #+ .z |Instructions for each product, pack size and type.
7}@ 57 s ]3 T S These shall _normally include, or have a reference
P 4/ : CHIE S & HARLT to the following:
1 H:a‘_me fe* TR ¢ KT
25k s e RIPERP ~ st
SRR Y e iR
- SV R N
5271 |A&EF- Name of the product;
5.27.2 | A4 iAo ¥ mp o Description of its product dosage form, and
strength where applicable;
5273 ¢ kT8 &P Ekis# %7 3¢ | The pack size expressed in terms of the number,
2 BE TR AR weight or volume of the product in the final
container;
5.27.4 | 7|1 F - {REMF LT & A complete list of all the packaging materials
H z#E - 2+ %2 2 | required for a standard batch size, including
INELY guantities, sizes and types, with the code or
reference number relating to the specifications of
each packaging material;
5275 |® &5 & RE 0 23 | Where appropriate, an example or reproduction of
pe e e 2w & | the relevant printed packaging materials, and
A5t R specimens indicating vyhere to apply batch number
references, and shelf life of the product;
5.27.6 ¢ ZITE R 45 REFBLR 4 | Special precautions to be observed, including a
A2 K+ &+ 2 & 2 | careful examination of the area and equipment in
o g o order to ascertain the line clearance before
operations begin;
5277 |M&73 ¢ £iv¥EHEivEE > 7 £ | Adescription of the packaging operation, including
B4R ITHIE P 2 5 ® o | ANy significant additional operations, and
equipment to be used,
5278 | WAaT¥¢4lwa » P B | Details of in-process controls with instructions for
i FREL R sampling and acceptance limits.
P41 & BATCH PROCESSING RECORDS
5.28 B3 T#=t+4r1 k-4 o i¥ 5 | Batch Processing Record is that part of Batch
ot 38 ¥ & 4keh- 2nA > | Manufacturing Record and shall be kept for each
&4 ¥k 448 > ¥ | batch processed. It shall be based on the relevant
P e B M TEEACR parts of the currently z_ipproved I\/_Ianufacturmg
B A b %‘fﬁfﬁ _ | Formula an_d Processing Instructions. The r_nethod
a i At R of preparation of such records shall be designed to
avoid transcription errors. The record shall carry
the batch number of the product being
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manufactured.
5.29 dAMBPRETHEFET S UL Before any processing begins, there shall be
o UEERLG R T T LA recorded verification that the equipment and work
BN RALE AL T2 pom 2 station are clear of pr_evious products, documents
B e R AR or materials not reqqlred for the pla_nned process,
¥ LT msEl A and that equipment is clean and suitable for use.
5.30 4 A7 BRI TEFT4oF & | During processing, the following information shall
o T ELE P ) be recorded at the time each action is taken and,
after completion, the record shall be dated and
signed in agreement by the person responsible for
the processing operations:

530.1 | & ¢ The name of the product;

5302 | £& FXadz43 =2 pFF o | Dates and times of initiation, of significant
intermediate stages and of completion of
production;

5303 |*F-HIEF A e Name of the person responsible for each stage of
production;

5.30.4 |*- £&H it 4 f 2 | Date and the signature of the operator of different

fAaeE 4L R o significant steps of production and, where
appropriate, of the person who checked each of
these operations (e.g. Weighing);

5.30.5 | &+ ARFEREmT FE > ¥ %4 | The batch number and/or analytical control number

G s g 2 8 54 5k | as well as the quantities of each starting material

g . actually weighed (including the batch number and

N amount of any recovered or reprocessed materials
added);

5306 |ApRMEIT>NE @ % 2 %% o | Anyrelevant processing operation or event and
major equipment used;

530.7 |[*1¢ &FEH4l&e2 H4F | Arecord of the in-process controls and the date

ARE LB gD o and signature of the person(s) carrying them out,
and the results obtained,;

5308 |&E &4 WARIFEKZAS The product yield obtained at different and

o pertinent stages of manufacture;
5.30.9 |fe &4 (TR ¥ H35 0 | Notes on special problems including details, with
FTEFEFARE L signed authorisation for any deviation from the
manufacturing formula and processing instructions.
FaE A ¥ BATCH PACKAGING RECORDS
5.31 7 T#=x ¢ Eesrd o 15 | ABatch Packaging Record is part of Manufacturing

oo i (TR B freh- s
ik A s KieRiRieis
- S R Ui SR Y
¥F 0 2R L FR T i S

R A

E T R R ) Y

Record and shall be kept for each batch or part of
batch processed. It shall be based on the relevant
parts of the Packaging Instructions and the method
of preparation of such records shall be designed to
avoid transcription errors. The record shall carry
the batch number and the quantity of bulk product
to be packed, as well as the batch number and the
planned quantity of finished product that will be
obtained.
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5.32 ¢ ETREF R 1:@&3,1;‘;7% | Before any packaging operation begins, there shall
FP T2 Rl 2 2L 2 2 4 | berecorded checks that the equipment and work
rr_p',,;-,ba MRS E 5 & station are clear of previous products, documents,
¥ ks o or materials not required for the planned packaging
- operations, and that equipment is clean and

suitable for use.

5.33 ¢ AR K f;r"f 711 % & | The following information shall be entered at the
ggfre x¥d f F & %4 R % ¢ |timeeach action is taken and, after completion, the

record shall be dated and signed in agreement by
the person(s) responsible for the packaging
operations:
5331 |&¢F° The name of the product;
5332 |&¢ EFirpPEPF - £3 | The date(s) and times of the packaging operations;
FA 4 2V o ¢ siv¥ | whenthere is the risk of contamination, the
B E I A pacll;aging activity shall be done within the day
itse
5333 |F- & kiFEz §F4 The name of the responsible persons carrying out
the packaging operation;
5334 |*FE£&ae Ki¥E2 3%iT4 | The date and signature of the operators of the
B2 pHo different significant steps;
5335 |F/rizne Eiv¥er dHigiviE® 7 | Records of verification for identity and conformity
de1 ¥ H |- Renh ko with the packaging instructions including the
results of in-process controls;
533.6 ¢ EZiT¥ 2 21 v¥ RgiF4ek | Details of the packaging operations carried out,
o ¢35 ER K eh%$ & | including references to equipment and the
% Wrié ¥ 24 A A packaging lines used;
533.7 cHEBRERT F M Whenever possible, samples of printed packaging
;,fb . .,,:;[p z £ %G8 e R % o | materials used, which include the batch/lot number,
expiry date and any additional overprinting;
533.8 eI E g4 B F Rtk Notes on any special problems or unusual events
5—3—, e g Wi iv¥4F « f o | including details, with date and signed
authorisation from the manufacturing formula and
processing instructions;
5.33.9 | e Hfrd B L 2 mAE* ~ | The quantities and reference number or

B SRS NETHEE 2
Bl e R o

identification of all printed packaging materials and
bulk product issued, used, destroyed or returned to
stock and the guantities of obtained product, in
order to provide for an adequate reconciliation.

EETERARE (SOPS) 2 %4k

STANDARD OPERATING PROCEDURES
(SOPS) AND RECORDS

5.34 B3 B2 2 Hekicdz A 2 2 | There shall be written procedures and records for
KRR E A = AP S the receipt of each delivery of each starting
materials and packaging material.
The records of the receipts shall include:
5.34.1 e h e ® 2 #x % oardEos | The name of material on the delivery note and the
HR L 2 o containers;
5.34.2 | Bap ottt 2 Rl AR H O The “ in-house” name and/or code of material (if

Fg o

different from 5.29.1);
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5343 |fxp P - Date of receipt, date and signature of the receiving
staff
5344 | &&F * RALEe K2 4 - | Supplier's name and manufacturer's name;
5.34.5 | RALHlE 4 “rkom 2 #4508 | Manufacturer’s batch or reference number;
B o
5346 |ftphRE2HEF FHE - Total quantity and number of containers received,;
5.34.7 B {8 e f;,{ ° The batch number assigned after receipt;
5348 |HBt&doF B o The batch number assigned after receipt;
5.35 Bt 425 % 4P RE 2 ¢ 4% | There shall be written procedures for the internal
» R s enp 3R - FRde ~ 5% | labelling, quarantine and storage of starting
BN materials, packaging materials and other materials,
as appropriate.
5.36 & - BEAF XK ERT RS 7 | Standard operating procedures shall be available
¥R o ¥k ank g &k ® |forthe operation of each equipment and placed in
T o close proximity to the instrument or equipment.
5.37 &7 BHREEFERA > 4@ | There shall be standard operating procedures for
R R g sampling, which specify the person(s) authorised
to take samples, sampling tools and the sampling
instructions.
5.38 B 8 i%j?q‘—;%f_}; » kL X There shall be a standard operating procedure
s B L A B A g g g{ describing the details of the batch / lot numbering
T, F’—',g_;fhl, ¥4 ¢ E system, with the quective of en_Sl_Jring that each_
A e R T ¥ AT b patch _of mu_armedlatel, _bulk, or finished product is
N L YR |dent|f|e_d with a specific batch number. The batch
., . numbering procedures shall assure that the same
E1TAETR batch numbers will not be repeatedly used; this
applies also to reprocessing.
5.39 PEEE R sy ¢35 0 | Batch number allocation shall be immediately
% pH - & SFu # 8 o | recorded, e.g. in alogbook. The record shall
include date of allocation, product identity, and size
of batch.
5.40 PR R i’F”# %E_); )ﬁ%é‘é & * > | The standard operating procedures for batch
4 APPEE H » ¥ gt 4p | nUMbering that are applied to the processing stage
R and to the respective packaging stage shall be
related to each other.
5.41 B3 A2RF 5 B2 & &% | Written procedure for quarantine, release and
7 & 4B fc ik g 0 #u £ 2 & | rejection shall be available for materials and
Wi d BE AR R produc_ts3 and in particular for the rel_ease for sale
= . of the finished product by the authorised person.
5.42 AP sl 8 R 40T % 0 | Records shall be maintained of the distribution of
DR R T E o SR each batch of a product in order to facilitate the
recall of the batch if necessary.
5.43 BF R iF¥4E R 2t B~ | Standard operating procedures and associated
5 ep bl e 4R E 45 records of actions taken or, where appropriate,
conclusions reached shall be available for:
5431 | &K% ko equipment assembly;
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5432 | %% f‘;; Bl (Tfo R o operation of analytical apparatus and calibration;
5433 | B s ERE o RE altE maintenance, cleaning, and sanitisation of
4 o equipment and premises;
5.43.4 AR ehE 2 GMP 2 2| personnel matters including qualification, GMP
B o training, clothing, and hygiene;
5435 |&EE#A - environmental monitoring;
5.43.6 | f¥bic e pest control;
5437 | A&* 2 F RAPM 2 $2 7522 &2 | adverse product reactions, complaints and product
F T o recalls
543.8 |i¥w A& F& Rl o returns and recovered products, rejected
products/materials;
5439 |i¥% & S Rkl o disposal and destruction of the rejected
products/materials;
54310 | A i AE & &EFHET self-inspection / quality audit
5.44 4 A RBR%E AT &K% Y | Logbooks shall be kept for major or critical
o R ERD B FF equipment and shall record, as appropriate, any
BREEE S ¢ P YIp calibrations, maintenance, cleaning, or repair
e vz A ﬁ o operations, including dates and the identity of the
T people who carried these operations out.
5.45 2 AP Nf@#:%fﬂfﬁ“ g B 2 & 7| Logbooks shall be recorded in chronological order
P edrA 54 & perg » oz | for the use of all equipment and the areas where
BETRE o the products have been processed.
5.46 itz H¥ s 25 F 2 247 | Several of the above-mentioned procedures,
A specifications and/or records may be combined

together in one specific document.

£ -

CHAPTER 6 — PRODUCTION

- R PRINCIPLE
Mei% B iR F T k& > 1 | With the premises and equipment provided, the
i F ehd A ondtlis 3 &% | processes used in production shall be capable of
A B E RS R R yieIdi_ng fi_nished pr_oducts which co_nform to their
SRR A ST A specifications. Defined manufacturlng procedL_Jres
MR %7'; rj*{ G B (r are necessary to ensure that production, .quallty
i FOALIT T R control and other relevant personnel are instructed
* on the details of the processes concerned.

- R R GENERAL

6.1 Wl TERd %z —';]z ig 7 ¥ & | Production shall be performed and supervised by
o competent people.

6.2 A3 R E A Sk (e All handling of materials and products, such as
[~ #5 B4 - @7 ~ &5 - | receiptand quarantine, sampling, storage,
ﬁg’%] SArd o~ 8 REED Ia_tbe!llng_, dispensing, processing, packaglng and
Btk G AT A 5 EEEIER dls_trlbutlon shall be do_ne in a_ccordance with
G G EES {r} . written procedures or instructions and, where
: T necessary, recorded.

6.3 23 RALERES A i | Allincoming materials shall be checked to ensure
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Liphs R Hy By B pr
Beif i o & R e R

that the consignment corresponds to the order.
Containers shall be cleaned where necessary and
labelled with the prescribed data.

6.4 Fl3 B NH B R Fa zgs Damage to containers and any other problem,
Fa L ngriﬁ RiEFAE - Whlch_mlght adver_sely a_ffect the quality of a
o T S AL material, shall be myestlgated, recorded and
reported to the Quality Control Department.
6.5 R p e 2 & 5@ {2k | Incoming materials and finished products shall be
e 7 Rl 2 & S5 o | pPhysically or administratively quarantined
Fes w4 R IR 0 B Pz | Immediately after receipt or proc_es.singl, until they
TR AT A have been released for use or distribution.
6.6 L S B AL S AR | Intermediate and bulk products purchased as such
e ROEL > Y x g pFie (7% 44z | Shall be handled on receipt as though they were
B o starting materials.
6.7 3 Rt E ¢ MRS § | All materials and products shall be stored under
BB B L Lk gk p o | the appropriate conditions established by the
manufacturer and in an orderly fashion to permit
batch segregation and stock rotation.
6.8 ek f 2imlmgd @ Checks on yields, and reconciliation of quantities,
¥rAFE & g af | shallbe carried out as necessary to ensure that
2 A SR ]t_he_re are no discrepancies outside acceptable
imits.
6.9 R A5 ENF- Wi % | Operations on different products shall not be
FREAGES A % # iz | carried out simultaneously or consecutively in the
A EEIBAAI TS same room unless there is no risk of mix-up or
cross-contamination.
6.10 fAeY LR A F | At every stage of processing, products and
Ao % kA A P materials shall be protected from microbial and
A F g enfan = g | Other contamination. Any treatment used to reduce
V1 4 o fungal/microbial contamination or other infestation
o shall be documented.
6.11 R ESR B 4riv¥? 5 g | When working with dry materials and products,
SRR I h special precautions shall be taken to prevent the
- - generation and dissemination of dust.
6.12 ?Eiﬂ';v‘ 2 pr Bz Rt~ & & 5. | At all times during processing, all materials, bulk
F EBRF $457 itk A& | containers, major itemsdof qutljig)mlertl)t ﬁng where
Cog * OB )~ 3438 #lia e | @Ppropriate, rooms used shall be labelled or
,;: . i il Jf] el otherwise identified with an indication of the
product or material being processed, its strength
(where applicable) and batch number. Where
applicable, this indication shall also mention the
stage of production.
6.13 R 27 % 2 L AT (A0 Labels applied to containers, equipment or

BRA T LT
T2 R MET O TGRS 2
W e RNt TR
FREd &7 0 MERT RIFE

S (Gl FER - &~ I8

premises shall be clear, unambiguous and in the
company’s agreed format. It is often helpful in
addition to the wording on the labels to use colours
to indicate status (for example, quarantined,
accepted, rejected, clean, etc.).
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6.14 7 e 8 iTE EBFE 2 5 | Checks shall be carried out to ensure that pipelines
R L S D Ry and other pieces of equipment used for the
4 *ﬁ , ur w4l A @ | transportation of products from one area to another
E 2 1R . are connected in a correct manner.

6.15 ?L.%E? f,fh Y & a5 @WiE iv¥4p | Access to production premises shall be restricted
B2 A B > 7 Fie » #]:4 (7% | to authorised personnel.
?F ﬁ% °

6.16 Rl w ok B R AN EC{S R # | Water used as ingredients or for final rinsing of
ok i de 14 EJE 12 R S fie | production equipment shall be treated to minimise
4 5 A o microbial contamination.

2# VERIFICATION

6.17 it 7 h ok Fw o p@ i 42 | Verification work that is needed to prove control of
g2 3 Hei o BU LB A critical aspects of particular operations shall be

rrrr”ﬁgrmfi SR A 2 flAagen

TR BHEREFAE - BN
Be T R BRI G AR
YT E

identified and documented. Significant changes to
the facilities, equipment, testing and the processes
which may affect the quality of the product shall be
verified. A risk assessment approach shall be used
to determine the scope and extent of verification.

Please refer to details in Appendix 2 — Verification.

PR vE? iR 75 %

PREVENTION OF CROSS-CONTAMINATION IN
PRODUCTION

6.18 RALA A S Rwd il ®i2 | Contamination of a starting material or of a product
f2.¢ ¥ i s A~ 7 4% - | by another material or product shall be avoided.
FE AN B L %‘4 & e This risk of accidental cross-contamination arises
fEA R 24 erald2en 1 35 from the uncontrolled release of dust, gases,
. vapours, sprays or organisms from materials and
A products in process, from residues on equipment,
and from operators’ clothing. The significance of
this risk varies with the type of contaminant and of
product being contaminated.
6.19 TR ER m#ﬂ ¥ J# ok 2 2 ;5 | Cross-contamination shall be avoided by
4% ¥ de appropriate technical or organisational measures,
for example:
6.19.1 | EsU3 S EFRF R 0 | Production in segregated area, or by campaign
RS AECR0Y TSR I R gl b i (separation in time) followed by appropriate
cleaning;
6.19.2 |#EFF DT F e Fa Providing appropriate air-locks and air extraction;
6.19.3 | B R EAILN AJ2 A = >« | Minimising the risk of contamination caused by
TR FERSE > WidEe recirculation or re-entry of untreated or
@A 4 o insufficiently treated air;
6.194 | 7 EFBERT A EFE BN & | Wearing protective clothing inside areas where
WA S WELIR Lo products with special risk of cross-contamination
are processed;
6.19.5 @ * e E g oona 424 | Using the approved cleaning and decontamination

procedures of known effectiveness, as ineffective
cleaning of equipment is a common source of
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cross-contamination;

6.196 | i * 3T ke o Using “ closed systems” of production;

6.197 |®EHEARTH » & A%k @+ * | Testing for residues and use of cleaning status
R R o labels on equipment.

6.198 | F ¥ X34 2 £ | Specific provisions for sampling, weighing, mixing
B E RS2 g AT and processing operations of crude plants
ERTE whenever dust is generated.

6.20 Frak 2R 5 4 382 Hoaxg | Measures to prevent cross-contamination and their
BRBAEREL D b - effectiveness shall be checked periodically

according to set procedures.

R STARTING MATERIALS

6.21 Rz B G & &3 Foakan | The purchase of starting materials is an important
AR B o operation which shall involve personnel who have

a particular and thorough knowledge of the
suppliers.

6.22 s 73T 2. SR | Starting materials shall only be purchased from
aH 4 ,g & ;}»;;;'g_}%, #L o i=% & | approved suppliers named in the relevant
fol BT B A 0 14 specification and, where possible, directly _fr_om_the
k5 A M FF ip?% b e produger. It is recommended that the specmgatlons
Ao R R AL % A establ_lshed by _the manufa_cturer for th(_—:- starting
e e BRI AL % materials are discussed with the suppliers. It is of
qAES Lo BT F AME | penefit that all aspects of the production and
e 351 E 2 R EBF - T | control of the starting material in question,

# ~ 2 EF ERERR 4 =2 % | including handling, labelling and packaging

HE PR L(FHE requirements, as well as complaints and rejection

R T 7 DI ) procedures are discussed with the manufacturer
and the supplier. The supplier of the materials shall
be adequately assessed and the assessment shall
be recorded.
The supplier assessment programme shall include
the establishment of an approved supplier list
which may include alternative supplier, initial
assessment before placing the supplier on the
approved supplier list and periodic assessment
thereafter, provision for on-site audit of the supplier
premises, etc.

6.23 P RPETEFREAKRAET 5 | For each delivery, the containers shall be checked
e ko Pt 'F ¥ g | forintegrity of package and seal and for
REREFT LI correspondence between the delivery note and the

supplier's labels.

6.24 FiE-Z3 2 RAE2 B3| If one material delivery is made up of different
g, & - g iap B uie 73 | batches, each batch shall be considered as
T NV EER R separate for sampling, testing and release.

6.25 Ay R RE§ &7 0 ¢ | Starting materials in the storage areas shall be
EES appropriately labelled. Labels shall bear at least

the following information:
6251 | &% HpPIREEE o The designated name of the product and the

internal code reference where applicable
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6.25.2 |35 A batch number given at receipt
6.25.3 | &M m(IEd ~ F5% ~ %7 ~ | Where appropriate, the status of the contents (e.g.
% %) In quarantine, on test, released, rejected )

6.26 f[%”ﬁ R L HEPRR ﬁ“i 2_ ¥ | There shall be appropriate procedures or
LM ﬁﬁw ) B X A g | measures to assure the identity of the contents of
7 o each container of starting material. Bulk containers

from which samples have been drawn shall be
identified.

6.27 R s A 2 e | Only starting materials which have been released
BRIV T (S A A i o by the Quality Control Department and which are

within their shelf life shall be used.

6.28 RALd & ¥ if § e A B & | Starting materials shall only be dispensed by
ek 225 upER R Fg | designated persons, following a written procedure,
TR F S R AR to ensure that the correct materials are accurately
PR R weighed or me_:asured into clean and properly
- ’ labelled containers.

6.29 Faflz Ag* g o s wl k| Each dispensed material and its weight or volume
e By o shall be independently checked and the check

recorded.

6.30 B Rl >t k- ®& > | Materials dispensed for each batch shall be kept
# FHAET together and conspicuously labelled as such.

Feiviff TAREENLIAR PROCESSING OPERATIONS: INTERMEDIATE

AND BULK PRODUCTS

6.31 fiz = f@*‘“ 4 AW & LA it | Before the introduction of a Master Formula it shall
4 UFEE-A A TE T R be evaluated sufficiently to determine that it is
o oF LR suitable for routine processing operations, and the

ability of the process to be reproducible.

6.32 4 A2 4R fr‘&@; g A3 ~ 1.8 | Production personnel shall follow defined and
iz B 7 ik onzend B | authorised procedures for every stage of each
3 - manufacturing process.

6.33 4 A7 2B ¥ RS k4 ¥ | Any deviation from defined procedures shall be
d g2 SF A F AL o recorded and agreed upon between the head of

Production Department and the head of Quality
Control Department.

6.34 e i IFEH 42 0 RFx | Before any manufacturing begins, steps shall be
A PR 2 B ER K24 ¢ | takento ensure that the work area and equipment
irL g M2 TP a4 5 | arefree from any materials, products, or
P documents, not required for the current operation.

6.35 B iTEY Bie7e & hizie | Any necessary in-process controls and
¥ HIXAp Mk § 4 - & | environmental controls shall be carried out and
bl % A o recorded.

6.36 Wl iEer FERiay B | Before applying labels or marks to materials and

RO gk e R w0 | equipment, all irrelevant labels or marks previously
F&i—i st k% e G 4R o used shall be removed.
6.37 Epd 32 FFREeT | The final yield of each production stage shall be

s b

—

ECRERA a w'} 2R AR

recorded and checked against the theoretical yield
range. Any significant deviation from the expected
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yield shall be recorded and investigated.

i g ?'
6.38 Rz f % LA i = %% | Storage of materials and bulk products must be
TR R under controlled condition.
¢ PACKAGING MATERIALS
6.39 €11 & PR 2 PEE ~ The purchase, handling and control of primary and
22 E 08 R - R o printed packaging material shall be accorded
attention similar to that given to starting materials.

6.40 Bl e H B BILR 3> % | Particular attention shall be paid to printed

DL BALER AR o materials. They shall be stored in adequately

T cener ] & MR T3 et (] | Secure condition such as to exclude unauthorised

B, + ;% o |access.Cutlabelsand other loose printed

£ w 3@ 9 p;‘ £ w . .

D A . | materials shall be stored and transported in

Erfl e HH2 4% PO E R se : .

R " parate closed containers so as to avoid mix-ups.

RiEfriaz > BAERPG - Packaging materials shall be issued for use only by
authorised personnel following an approved and
documented procedure.

6.41 A pLEH 2@ B ] @ 41 | Each delivery or batch of printed or primary

B i E T o packaging material shall be given a specific
reference number or identification mark.

6.42 W HRARR T ° Outdated or obsolete primary packaging material
or printed packaging material shall be destroyed
and this disposal recorded.

¢ ERITE PACKAGING OPERATIONS
6.43 ¢ HIFERFFLEL % M1 | When setting up a programme for the packaging
;5 4% R % 0 E PR | Operations, particular attention shall be given to
AR IR A % SRS minimising the rigk qf the c_ross-contamination,
BT fEa 0 BRI F B e mix-ups or substlt_utlons. D|ffer_en_t products shall_
e - not be packaged in close proximity unless there is
G physical segregation.
6.44 ¢ EDIET & 1@ # Frinik % =0 | Before packaging operations, steps shall be taken
FHRE G AGELJp R 2 to ensure that. the work area, pac_:kaglng lines,
“ige _’?-lrﬁ; o printing machines and other equipment are clean
and free from any products, materials or
documents previously used, if these are not
required for the current operation. The
line-clearance shall be performed according to an
appropriate checkilist.
6.45 ¥ hg LA 5P | The name and batch number of the product being
BT A B LR i A handled shall be displayed at each packaging
o station or line.
6.46 T3 A &% ¢ # i@ iE 3l & | All products and packaging materials to be used
T RArnd g,;ﬂ z = 2 ¢+ | shall be checked on delivery to the packaging
§ L R 9TH - XK o department for quantity, identity and conformity
with the Packaging Instructions.
6.47 Containers for filling shall be clean before filling.

LT R B R 0 T
Fﬁ* 1ﬁ9u41rytla,'£" Hz £

Measures shall be taken to prevent any
contaminants such as glass fragments and metal
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particles.

6.48 é_g;;i = LE A B K5k | Normally, filling and sealing shall be followed as
& p-pk b4 > 2 &2 » i¢ | quickly as possible by labelling. If it is not the case,
70 T @ E TERR MEL appropriate procedur'e shall'be applied to ensure
BhA2 & o that no mix-ups or mislabelling could occur.

6.49 A & P giet 5 ox p B 4 | The correct performance of any printing operation
HWH I A2 24 | (for example batch/lot numbers, expiry dates) to be
ELALFEREERD done separately or in the course of the packaging

shall be checked and recorded. Attention shall be
paid to printing by hand which shall be re-checked
at regular intervals.

6.50 F2EA A F M 4"7': * ZEREHE 8t | Special care shall be taken when using cut-labels
;P EP AN A and when over-printing is carried out off-line.
oo~ AR p e d VR R Roll-feed labels are normally preferable to
Bk cut-labels, in helping to avoid mix-ups.

6.51 )E% &% iR ZEREc4p B | Checks shall be made to ensure that any electronic

X F T A o code readers, label counters or similar devices are
operating correctly.

6.52 ¢ H 1 B Rleh 3 2 Tk | Printed and embossed information on packaging
WAL & TR E materials shall be distinct and resistant to fading or

erasing.

6.53 ¢ KicASZ AEe 45 On-line control of the product during packaging

shall include at least checking the following:
6.53.1 ¢ o General appearance of the packages;
6.53.2 | & A KM Whether the packages are complete;
6.53.3 ¢ EFEIRER Y o Whether the correct products and packaging
materials are used;
6.53.4 |{7EEFE IAE Whether any over-printing is correct;
6.535 |#® ‘¥ 1””{;’& ¥FE T o Correct functioning of line monitors.

6.54 g 5 Fwr 4 2R - | Samples taken away from the packaging line shall

not be returned.

6.55 P¥#2 A 57 d #F + | Products which have been involved in an unusual
Easuie s &g wya:s | eventshall only be reintroduced into the process
Yoaw PlElAR 0 BB R after spec_ial inspection, invest!gation and approval
o % 4 o by authorised personnel. Detailed record shall be
S kept of this operation.

6.56 srig * e 12 L A s g 2 | Any significant or unusual discrepancy observed
H4 2 g RicBEs4 B ¥ during reconciliation of the amount of bulk product
B MR RN A E AT E anpl printed packaging materia_lls and the number of
t8 4173 (T o units produced shall be investigated and

satisfactorily accounted for before release.

6.57 e XiITE &1 Bk A i@ | Upon completion of a packaging operation, any
e B2 & 4> ¥ % | unused batch-coded packaging materials shall be
Bedl R T) o A2 & H o gestroyed a:jnd the ;Iestrucr:]ticl)lnbrefC(?lrded.dAf
e , w2 ae n 2 o | documented procedure shall be followed i
FREY I )@\% BALS S uncoded printed materials are returned to stock.

5 5 FINISHED PRODUCTS
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6.58 AL R AES% E T | Finished products shall be held in quarantine until
H#B LR 18 ,&P Az ’E - | their final release under conditions established by

the manufacturer.

6.59 =& T 5 AR i=%  2 | The evaluation of finished products and
#it s 3E4ed 7§ 5 ¥ 414p | documentation which is necessary before release
BE % o of product for sale is described in Chapter 7

(Quality Control).

6.60 =38 AR F R 0 HiE | After release, finished products shall be stored as
R 1 TR e usable stock under conditions established by the

manufacturer.

Flr~Ef£1323% % REJECTED, RECOVERED AND RETURNED

MATERIALS

6.61 {Efez ke i &k 1% Rejected materials and products shall be clearly
7o A B R e B marked as such and stored separately in restricted
NEET LRy B e areasl_. They shkz:lll either be returned to the .

2e s ) to s suppliers or, where appropriate, reprocessed or
iﬁj Gt i ]E :F 2 destroyed. Whatever action is taken shall be
*LF; BEfEF A RfE £ approved and recorded by authorised personnel.

6.62 LR A SR 41 BE F o | The reprocessing of rejected products shall be
Wiho R hbM AL mw;fr e_xceptional. I_t is only permit’ged if the q_u_ality of the
FELPE S BLARED Y b final proo!upt_ls not affected, if the spe_mﬂcaﬂons are
Gt n et o dek Bap | MEL and if it is done in accordance with a defined
T and authorised procedure after evaluation of the
eR TRETAL I AZ TET | risks involved. Record shall be kept of the
T oA R E Sed o T reprocessing.

T EATRIL N b o

6.63 HI s RS S 4 B 12 | The recovery of all or part of earlier batches which
T ishe@ 8~ L5 ¢ o 234 | conform to the required quality by incorporation
ISR R E G AR TR A into a batch of the same product at the defined
MBS o b4 LR chiE stage of manufgcture shall be authorlse_d .
R YN LY beforehand. T_hls recovery shall be carried out in
RN 1 S AR B - accordance with a defined procedure after

evaluation of the risks involved, including any
possible effect on shelf life. The recovery shall be
recorded.

6.64 d &p A g AT 1 &8 5% | The need for additional testing of any finished
R L H &G e hd product which has been reprocessed, or into which
53T P o a recovered product has been incorporated, shall

be considered by the Quality Control Department.

6.65 P BriE R i@ w 5> 2 S F | Products returned from the market and which have

R A ) 1 R
Ey A pl ) SRRl R S
WHALEEREF AL 47
RREE Eata b S Aoy i ie
2o B F A FHA S
TR AR R
REG ERHE TR T

left the control of the manufacturer shall be
destroyed unless without doubt their quality is
satisfactory; they may be considered for re-sale,
re-labelling or recovery in a subsequent batch only
after they have been critically assessed by the
Quality Control Department in accordance with a
written procedure. The nature of the product, any
special storage conditions it requires, its condition
and history, and the time elapsed since it was
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issued shall all be taken into account in this
assessment. Where any doubt arises over the
quality of the product, it shall not be considered
suitable for re-issue or re-use, although basic
chemical reprocessing to recover active ingredient
may be possible. Any action taken shall be
appropriately recorded.

$- 3

=FE

CHAPTER 7 — QUALITY CONTROL

- R B PRINCIPLE
1 R K3t 42 5 ¢ | Every manufacturing establishment shall have a
MR ERT4 A 2 A &34 | quality control system so designed as to ensure
EriT TR o HF R A7 that the product are manufactured in accordance
ST TRy with adequate conditions and procedures and
Foid g A m e AR B P contmue to megt the esta_bllshed specifications.
= TF= *“"“"_FT P I & | Quality control is not confined to laboratory
15 > wF % 2295 | operations, but must involve all decisions which
BRRF e may concern the quality of the product.
For this purpose there shall be an appropriate and
independent Quality Control Department.
- 8 R GENERAL
71 ﬂ«%”ﬂg 4] %% BB~ ~ 4] 24 | Quality control is concerned with sampling,
NGRS R specifications, testing, organisation,
é_r%ﬂ;;: i7enfe ko g e » | documentation and release procedures which
SRAZ AR R i ensure that the necessary tests are in fact carried
%ot bR A out, and that the materials are not released fo_r use,
2 R BEETR nor products released for sale and supply until their
Fzwm o B g A o guality has been assessed to be satisfactory.
7.2 QCF ks & it f7 & ¢ % | The Quality Control Department shall have a
%2 %% 2 4 | oo iess | designated area with sufficient and well trained
LR BN NS FE S QAR 2 i staff to perform any required analysis before,
B o during and after manufacture.
7.3 ZQCinm g%z v Hi7# |Ifthe in-house Quality Control Department cannot
%> v 4zcH @z ies o | perform certain specific analysis, the services of
accredited/ recognised external laboratory can be
used to conduct the tests.
7.4 SR TR 2 AN Finished products assessment shall embrace all
4R sk~ 4 & e s | relevant factors, including production condition,
b—%ﬁ X ER 2 L results of in_-propess t_esting, a re_view of
¢ - manufacturing (including packaging)
documentation, compliance with Finished Product
Specification and examination of final finished
pack.
7.5 &8 AR i~ 3 v £ %% | Quality Control personnel shall have access to
EEABRBRERE LN G o production areas for sampling and investigation as
appropriate.
7.6 s A B RE & 4B i3 | Quality Control personnel shall have particular

iR AR ER

=

expertise in products in order to be able to carry
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out identification tests and recognise adulteration,
the presence of fungal growth, infestations, and
non-uniformity when receiving and checking crude
materials.

7.7 Rtz & &2 gw| g B85k | The identity and quality of materials and finished
LA o products shall be checked / tested. The presence
of individual ingredient in pre-mixes shall be
confirmed.
7.8 wE IR F 22 24 & | Besides these principal duties, the Quality Control
FipM AR $ ~ 73 Rty 4 | Department as a whole will also have other duties,
Enfd o L B, gpim a4l | Such as to establish and implement all quality
foo Henlea o § A Sind contrql procedures, keep the reference samples_of
Lo s i ;gj . materlal_s and product§, ensure the correct labelling
ok TF 7 = =" | of containers of materials and products, ensure the
G REE S monitoring of the stability of the products, etc. All
these operations shall be carried out in accordance
with written procedures and recorded.
7.9 i34 ¥ 1 p7 & 2 &2 @ | The stability of the finished product shall be
& PR g\myfj_}_i » i f7i0 4 | monitored according to a continuous appropriate
0 e Mo programme that will permit the detection of any
FRPTEETLEH stability issue associated with the formulation in the
marketed package.
P SAMPLING
7.10 RileEd B R4 2 > ¥ | Due to the fact that crude material shall be an
B 73054 3B d 2% iz | aggregate of individual natural materials i.e.
—%z BT T AP AR contain an ele_ment of heteroggnelty, the sampling
G ¥ A2 o has to be carried out with special care by
competent personnel. Each batch shall be
identified by its own documentation.
711 PRBEE AR D E The sample taking shall be done in accordance
785 with approved written procedures that describe:
7111 | B3 E o the method of sampling
7.11.2 % gkl o the equipment to be used
7.11.3 b the amount of the sample to be taken
7.11.4 A B R ITEHP o instructions for any required subdivision of the
sample
7115 | BEHRS7 B2 A{eig 2 o | the type and condition of the sample container to
be used
7.11.6 T oo the identification of containers sampled
7.11.7 REFHE the storage conditions
7.11.8 | PR EH G FE R T2 TH | instructions for the cleaning and the storage of
oo sampling equipment.
7.12 T HERT N4 7B a8 | Reference samples shall be representative of the

— PRl A B AR R
Wi BAL P GEB(blde B
Bl &SR F g )

batch of materials or products from which they are
taken. Other samples may also be taken to monitor
the most stressed part of a process. (e.g.
beginning or end of a process).
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7.13 ﬁn« P RREETN P P Sample containers shall bear a label indicating the
B P o contents, with the batch number, the date of
sampling and the containers from which samples
have been drawn.
7.14 A &S g R F 3 »cp ¥ | Reference samples from each batch of finished
1 & > ¥ e % sz | products shall be retained till one year after the
FTER o sk RUE (24 7 A expiry_ dete. Finishe_d products shall usually be kept
Fas ),; ? = mﬁ_qu e in their final packagl_ng and stored under the
GRIASD 28 b recommended conditions. Samples of starting
M ’ o A‘ AR _ - | materials (other than solvents, gases and water)
B Rt 2 % LI > BT | ghall be retained for at least two years after the
PR T dgiE o s RS98| release of the product if their stability allows. This
£k E TR - = 2%k & o | period may be shortened if their stability, as
e B o mentioned in the relevant specification, is shorter.
Reference samples of materials and products shall
be of a size sufficient to permit at least a full
re-examination.
¥ % TESTING
7.15 & ik E BnA &2 A8 & 5 s | All testing operations described in the marketing
*n e Jfg % 0 H %ﬁ == ;* i | authorization shall be carried out according to
LR KR%S E AR approved methods which s_haII be internationally
Py %ﬁ%% 2 accepte_d (Refer to Appendix 1: List of
Internationally Accepted References for Test
Methods) or other validated test methods.
7.16 S REsT A% 0 xr | The results obtained shall be recorded and verified
- XM ETRE R to make sure that they are consistent with each
% o other. Any calculations shall be critically examined.
717 WHREAAES bk ¢ 45 The test performed shall be recorded and the
records shall include at least the following data:
7171 | & (AHE S~ A% 0 2 * & | Name of the material or product and, where
SE applicable, dosage form
7172 |[#5(RPEET ERE) - Batch number and, where appropriate, the
manufacturers and/or supplier
7173 | HRBEE®R%K S E o References to the relevant specifications and
testing procedures
7174 |HEEF(ZRZEE). Test results, including observations and
calculations, and reference to any certificates of
analysis
7.175 |te=&p o Dates of testing, the name of the analyst and the
name of the external laboratory, if applicable
7176 | &% AR o Date and signature of the persons who performed
the testing
7177 |®E&E% 4% 4 B &Lt 5% | Date and signature of the persons who verified the
2 BT Ep Yo testing and the calculations, where appropriate
7.17.8 | xiF&Z AP Féia‘ﬁ 4 % | Aclear statement of release or rejection ( or other
HiF AR o status decision ) and the dated signature of the
designated responsible person
7.18 4 A2 A B A4 41 & | Allthe in-process controls, including those made in
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the production area by production personnel, shall
be performed according to methods approved by
Quality Control and the results recorded.

7.19 Gk erie 2 #& ~ T3 | Special attention shall be given to the quality of
WEr 3R go NI A 1 Iabor_atory reagents, volumetric glassware and _
RS C) X R IR N solutions, reference standards and culture media.
e 5 @ S 4 A They shall be prepared in accordance with written
B E LT kg2 o
procedures and recorded.
7.20 et 2 R R e ® p | Laboratory reagents intended for prolonged use
R B S S - L &2 shall be marked with the preparation date and the
A P § oo s Bk signature of the person who prepared them. The
s g expiry date of unstable reagents and culture media
"}:" ’/R&’ TR RTE 2 (S . .
B P 1 i i shall be indicated on the label, together with
F £ B specific storage conditions. In addition, for
F]B ° . .
volumetric solutions, the last date of
standardisation and the last current factor shall be
indicated.
7.21 FrEi&EST 7 M2 ko | For some kinds of data (e.g. analytical test results,
Btk 2% - 28 - Ak | Yields, environmental controls) it is recommended
FoA]) 0 R A AR S that records in a manner permitting trend
Jg2m i o evaluation be kept.
v
7.22 “f G e Bk i gt o R &;; In addition to the information which is part of the

BB TR SR RT
DEEYE

batch record, other original data such as laboratory
notebooks and/or reports shall be retained and
readily available.

FHL LHRR

ON GOING STABILITY PROGRAMME

7.23 BEFHX T HRE%KTE 0 | After marketing, the stability of the product shall be
MR A S R SRR monitored according to a pontinuous gppropriate
B4k s §E R qpe o | PrOgramme that Wlll_permlt _the detection o_f any
stability issue associated with the formulation in the
marketed package.
7.24 B2 e iRk 3 2 p 2 | The purpose of the on-going stability programme is
CHAS L B to monitor the product over its shelf life and to
T AT RPHR B LEA S determine that the product remains, and can be
B4 o expected to remain, within specifications under the
labelled storage conditions.
7.25 “/f TR B et s &% L | This mainly applies to the product in the package in
& gend F s akn ¥t b | Which it is marketed / sold, but consideration shall

=
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also be given to the inclusion in the programme of
bulk product. For example, when the bulk product
Is stored for a long period before being packaged
and/or shipped from a manufacturing site to a
packaging site, the impact on the stability of the
packaged product shall be evaluated and studied
under ambient conditions. In addition,
consideration shall be given to intermediates that
are stored and used over prolonged periods.
Stability studies on reconstituted product are
performed during product development and need
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not be monitored on an on-going basis. However,
when relevant, the stability of reconstituted product
can also be monitored.

7.26 A3 E R e R 2 4L > | The on-going stability programme shall be
NEIR o st ¥ 2 4phi 2k % i | described in a written protocol and results
S forma!lsed as a report. The equipment used for the
on-going stability programme (stability chambers
among others) shall be qualified and appropriately
maintained.
7.27 A F R I ARG sl The protocol for an on-going stability programme
S NI A ] xw T %4 : | shall extend to the end of the shelf life period and
shall include, but not be limited to, the following
parameters:
7271 2P EIE o Number of batch(es) per strength and different
batch sizes, where applicable
7272 |tk i B ped 3225 | Relevant physical, chemical, microbiological and
R AR R R R LE biological test methods, stability indicating
A A o parameters, where applicable
7.27.3 B AR e Acceptance criteria
7274 | 2F 2 ¥kHE o Reference to test methods
7275 | ASHIEA - Description of the container closure system(s)
7.27.6 | =M o Testing intervals (time points)
7277 | &SR FEE Description of the conditions of storage
7278 | Hi# & FEARMEFTIEE o Other applicable parameters specific to the
finished product
7.28 ArF A miE T s | The protocol for the on-going stability program can
GE B T TRt E 4 B o | be different from that of the initial long-term stability
study as submitted in the marketing authorization
dossier provided that this is justified and
documented in the protocol.
7.29 1:@ Bk chf = Bicfod & ¥ 49 i2 | The number of batches and frequency of testing
I IS T shall prowde_ a sufficient amount (_)f dg?a to allow for
i trend analysis. Unless otherwise justified, at least
Ut TR ERE- X5 F | one batch per year of product manufactured in
AR R R R R S every strength and every primary packaging type, if
R SR LT relevant, shall be included in th_e stability program
(unless none are produced during that year).
Scientific justification has to be provided in the
event that the principle of bracketing and matrixing
designs is applied.
7.30 Flgld s ¢ i AranE £ 424 | In certain situations, additional batches shall be
sl sc 2 e o Herd g2 4 | included in the on-going stability program. For
B0 MR E A hA Bt R example, an on-going stability study shall be

»AERFE -

conducted after any significant change or
significant deviation to the process or package.
Any reworking, reprocessing or recovery operation
shall also be considered for inclusion.
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7.31 AERRFEFE R 1 fiEF | Results of on-going stability studies shall be made
A B REpEE-{? > % A % pl:t4 | available to key personnel and, in particular, to the
4Ll s it wiF o B % Auth_orised Pers_on(s). Wherg on-going stability_

S RETRLE o ¥l studies are carried out at a site cher than the site
re ko s, of manufacture of the bulk or finished product,
SR B Fﬁg there shall be a written agreement between the
2 & e parties concerned. Results of on-going stability
studies shall be available at the site of manufacture
for review by the competent authority.

7.32 TopldEARY 7 42 e | Out of specification or significant atypical trends

JF 3 EFE 2 %\%”%ig g shall be investigated. Any confirmed out of
) specification result, or significant negative trend,
T FARE ZARARM A F ¥ | shall be reported to the relevant competent
B o3 Vo RPEr 3 5 | authorities. The possible impact on batches on the
il ey A 5k = < GMP | market shall be considered in accordance with
e g Chapter 9 — Complaints and Product Recalls of this
REFOTHEFLHEAEY | GMP Guide and in consultation with the relevant
Yo 3 F W 2L R T RJIE e competent authorities.

7.33 A FE 2T ﬂdfgérg & 2 2% | Asummary of all the data generated, including any
L R S SN interim conclusions on the programme, shall be
g2 J\EP ¥t o written and maintained. This summary shall be

subjected to periodic review.

7.34 M T ERTE 2L e & ix | For stability study requirements, reference shall be
T RRBAE M S22 g | made to the Guidelines on Stability Study of Health
B S 5% LRk Food be announced by NRA.

$ A% |4l n B CHAPTER 8 - CONTRACT

MANUFACTURE AND ANALYSIS

- R B PRINCIPLE
1282 k7 2w &9 g | Contract manufacture and analysis must be
AR e b & A correctly defined, agreed and controlled in order to
£ avoid misunderstandings which could result in a
£n kg E e X o B bh K o product or Wc_)rk of unsatisfactory quality. There
P ;E i i e must be a written contract between the Contract
s ‘EPW TF Giver and the Contract Acceptor which clearly
8 F AR E R RGRAITY & establishes the duties and responsibilities of each
ooFR B £ PR | party. The contract must clearly state the way in
PR A SN R R which the authorized person releasing each batch
i - 48 2o %% 2k | of product for sale exercises his full responsibility.
FELLH o

£ CONTRACT MANUFACTURE

8.1 73 22 7 B3 < | Contract manufacture shall have a written contract
E dﬂz EEE dﬂz % § & % > | agreement between the contract giver and the

MR S I F o
WAl 7};@_«&’#? g
B B R
AR R EN R LR §
B2 & o

L 1T =
FERT

Contract Acceptor, which clearly establishes the
duties and responsibilities of each party. All
arrangements for contract manufacture, including
any proposed changes in technical or other
arrangements, shall be in accordance with the
NRA requirements for the product concerned.
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Acceptor and any third party shall ensure that the

B IEFES5I
L% CONTRACT ANALYSIS
8.2 ¥ & YRITFET S > e v | Contract analysis must have a written contract
RRERAREE T3 55 £ 9 agreement between the contract giver.and the
¥a ik lﬂ_‘#i 2z ;ﬁ % ?’“ﬁ y FE Cor_1tract Acceptor v_vhl_c_h clearly establishes the
R E ’F'?T RN ? e duties and responsibilities of each party.
BAPEE o blhrx3 '%‘é’ﬁl’*
B A ﬁ g—nF, x o
8.3 T M A% E AL | Al arrangements for contract analysis, including
& 351z fp ¥ i chgkFi s g - | any proposed changes in technical or other
Bk A &S e o ¥4 a | arrangements, shall be in accordance with NRA's
5 M ng F requirements for the product concerned.
] THE CONTRACT GIVER
8.4 % gf-ﬁ BEFHFL= gf-ﬁ iy | The Contract Giver shall be responsible for
4 5 M Fr i GMP & 1\7&5% = o | assessing the competency of the Contract
Acceptor in successfully carrying out the work/test
required and for ensuring by means of the contract
that the principles of GMP described in these
guidelines are followed.
8.5 % ?’—TZ{ BH X gf——‘g{ “+3 % & | The Contract Giver shall provide the Contract
S A 0 NI FEIE (AR M IT Acceptor with all the information necessary to carry
o LEERAEFE QR E out the contracted operations correctly in
LT JRE RS A AT A accordancg with the NRA requirements. The
o ,, _ f ~ | Contract Giver shall ensure that the Contract
FE LI FAL 0 245 ) Accantor s full f bl iated
) ’ ptor is fully aware of any problems associate
Ros ~3E o~ AR~ BB ith the product or the work which might pose a
A ST e hazard to his premises, equipment, personnel,
other materials or other products.
8.6 % gﬁ—g RFE B ;ﬁﬂg 2_ & ®4= | The Contract Giver shall ensure that all products
BAL & H o and materials delivered by the Contract Acceptor
comply with their specifications.
S 1 THE CONTRACT ACCEPTOR
8.7 S gf-—‘;{ B3 g2 (FE S The Contract Acceptor has adequate premises,
STk s ArEfeis sk 2 o4 | equipment, knowledge and experien(_:e, and_
dA B R A L ek R competent personnel to carry out satisfactorily the
Hr1 fE e AR 2t @i" Py A work ordered by the Contract Giver. Contract
T U IR ry e manufacture shall be undertaken only by a _
ik 7R manufacturer who is the holder of a manufacturing
& authorization issued by the NRA.
8.8 = gf-—g JerE 73 hA 5 & & | The Contract Acceptor shall ensure that all
iR PF R £ 35 ehr k2 o | products or materials received are suitable for their
intended purpose.
8.9 A EL gf-—g gEis ~ # 8 a7 | The Contract Acceptor shall not pass to a third
Z o, ¥ %‘_z’.—‘F!']Z % ¥ 424 %2 | party any of the work entrusted to him under the
FRFERENZ B Y contract without the Contract Giver’s prior
AR s A %1 evaluation and approval of the arrangements.
PR it _ Arrangements made between the Contract
X E E R =

manufacturing and the analytical information is
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WA E TR RS o

made available in the same way as between the
original Contract Giver and Contract Acceptor.

8.10 <3 —‘F*{ B4 xR ¥ 5 it ¥ | The Contract Acceptor shall refrain from any
A &5 & thskid 7 140 | activity that may adversely affect the quality of the
B product manufactured/tested for the contract giver.
£ THE CONTRACT
8.11 % gf-—)ﬁ fox gf-—’ﬁ B+l 2 & A contract shall be drawn up between the Contract
o Rk p & A Fendli4e | Giver and the Contract Acceptor which specifies
PAlF Meht @ o & e their respective responsibilities relating to the
P TER T TR manufacture and the control of the product.
B iR B R Technical aspects of the contract shall be drawn up
e 7‘, B2 :f i by competent persons suitably knowledgeable in
e A B4 T W | health supplements manufacturing, analysis and
Firle%FE L ELEH | Good Manufacturing Practice. All arrangement for
ME Rk THE>RI - manufacture and analysis must be in accordance
with the NRA requirement and agreed by both
parties.
8.12 &9 @%irf%”f% #1238 § # | The contract shall specify the way in which the
Lo 4l 8 en 58 gz | head of Quality Control Department releasing the
Eg gt g% R LR batch for sale ensures that each batc_h has b(_een
T F MR manufactured and checked for compliance with the
requirements of the NRAs.
8.13 &P FERP 2 2 & & | The contract shall describe clearly who is
? HliEF2Y > RALEpE - 5% | responsible for purchasing materials, testing and
fer (T2 BT o ¢ PR relea}smg materlals, urjder_taklng production and
o FiE o x % SE BdE (e % guality controls, mc_lgdlng in-process controls, qnd
B b Blis T i E RS e o who has responsibility for sampling and analysis.
CES S e Fr AT In case of contract analysis, the contract shall state
whether or not the Contract Acceptor shall take
samples at the premises of the manufacturer.
8.14 5 Wi~ % 2 fei¥ 2 k4% | Manufacturing, analytical and distribution records,
frht R BTEELL L and reference samples shall be kept by, or be
H 5 R ES A SR available to, the Contract Giver. Any records _
ST S L QYN Y reIevan']E to assle_ssmg the quality of a pfroduct in the
1 2 )Lj AR ¢ B2 event of complaints or a §uspected defect must be
& accessible and specified in the defect / recall
# 'Lﬁf"i e procedures of the Contract Giver.
8.15 EpN B eiFd ;f-—'g 4 7% | The contract shall permit the Contract Giver to visit
»;.Aﬂz 22 % o the facilities of the Contract Acceptor.
8.16 Tk OFRT o % )f-iﬂz In the case of contract analysis, the Contract
i )@; LAFPHRE - Acceptor shall understand that he is subject to
inspection by the competent Authorities.
$4% | 2HIrAET I CHAPTER 9 — COMPLAINTS AND
PRODUCT RECALLS
- R B PRINCIPLE

All complaints and other information concerning
potentially defective products must be kept and
reviewed according to written procedures. In order
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to provide for all contingencies, a system shall be

P ¥ aliE ~ 4 ook & o+ | designed to recall, if necessary, promptly and
Wl R 2 A & o effectively products known or suspected to be
defective from the market.

A S Z iF PRODUCT COMPLAINTS

9.1 PR WA &SSFF M0 ¢ | Product complaints are usually concerned with the

SH MR e ko v | quality pf the produlclt such. as its physical

4 i3 ;ﬁ CEHH AL Eroperu_es, or condition of its packaging.

B T A g N omplaints (internal or external) could be made to
S o . the manufactL_Jrer, verbally or in writing by

paest v consumers, distributors or the NRA.

9.2 i ¥ FEED AT All complaints shall be investigated and evaluated.
oo AT E R A v R W(itten procedures descriping the hqndling of all
2 RILATR o d S 2N written and verbal com_plamts regarding the
Pt s kb BTG E G product shall be established and followed. Such

R =)
v py procedures shall include provisions for review by
Kbk o the Quality Control unit. A written record of each
complaint shall be maintained in a file designated
for product complaints.
93 B3 B AR A F 3243w | Aperson shall be designated responsible for
TG ARMAEE 2 G it ¥ 4 & = | handling the complaints.
o4 A

9.4 P (TH T L oA There shall be written procedures describing the
B £ 5% M i chA 54k | action to be taken, including the need to consider a
P LB pE Y A it E o recal_l, in the case of a complaint concerning a

possible product defect.

95 7 B A Sk Kaend 37 s & & | Any complaint concerning a product defect shall be

g ek 0 st f § & | recorded with all the original details and thoroughly
B8 e 4 i (7 it B A R investigated. The person responsible for Quality
5 o Control shall be part of the team.

9.6 &+ miFAE 7 (FiE4kst o | Special attention shall be given in establishing
whether the product which is the subject of a
complaint, genuine or is a counterfeit product.

97 Yo% B IV o A=t R 4Eid = | If a product defect is discovered or suspected in a

A ik la PIRE B &4« | batch, consideration shall be given to check other
P UEERE G 2 PR batches in order to determine whether they are

B8, sl o hL— ) - ., | also affected. In particular, other batches which
o FHE MRS NRA S ) i

. RPN may contain reworks of the defective batch shall be
S investigated.

0.8 ¢ r gk ol g feag® (T2 & | All decisions and measures taken as a result of a
Lk ¥ %% ¥R = & 45 - | complaint shall be recorded and referenced to the

corresponding batch records.

9.9 P irk e e it 0 22 | Complaint records shall be reviewed regularly for

1R A g AL F R amanp | any indication of specific or recurring problems
3 o requiring attention and possibly the recall of
marketed products.

9.10 v g 4 Rt 88 0 R 4% | For recurring problem, a trending shall be

HARFEF A4 P 7

established in order to identify the possible
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systemic defects.

9.11 PIECE g SR ECRUE A The NRA shall be informed if a manufacturer is
AN E SRR e considering action following possibly faulty
#ﬂ' o e Bl e F M manufacture, product deterioration, or any other
serious quality problems with a product.
9.12 T A E R 2 :b’iéfr—‘gﬁi,bizi The NRA and the complainant shall be furnished
f AT E B R o with a summary of the action taken.
A& ¥ IT PRODUCT RECALLS
9.13 W F R+ T~ 5w fcf 28 | Responsibility and procedures for recall of the
A v K R4achiE m— | product shall be established by the manufacturer to
BIEEF T L o facilitate the recall of a batch from any link of the
distribution chain when this becomes necessary.
9.14 J 2 d mfj_)g 2 H #7ik gz en | The recall procedures shall take into account the
Fe B feik A E 1M Lﬁgwg = » | degree and level of recall which in line with the
NRA requirement.
9.15 P-iE i w T 52 2 e & | Any action taken to recall a product suspected or
$ Ak LA A wﬁqf—?ﬁa » | known to be defective or hazardous, shall be done
Pl AR (AR LR R immediately and in accordance with a
%Xt g T o pre-determined plan. 'I_'he p_rocegl_ures to be
followed shall be specified in writing and made
known to all that may be concerned.
9.16 T g FARGEIE —;* f;ga, % | Aperson shall be designated as responsible for
Yo IT % B w Y it ¥ 7; if | execution and co-ordination of recalls and shall be
Eerfr R A > - AL D supported by sufficient §taff to handle gll the
NG E Y L A aspects of the.recalls W|th the appropriate degree
of urgency. This responsible person shall normally
be independent of the sales and NRA
requirements.
917 RiE=Z o5 T A4 0 | There shall be established written procedures,
& BEE S S AT regularly checked and updated when necessary, in
order to organise any recall activity.
9.18 T TR R AR o Recall operation shall be capable of being initiated
immediately and at any time.
9.19 AR T AR T T All NRA of all countries to which products may
pa‘y M il aov 4 ¢ @42z | have been distributed shall be informed
Sk B M o immediately if products are intended to be recalled
because they are, or are suspected of being
defective.
9.20 Px B kg SRR - f F vz | The distribution records shall be readily available
CiR Y TR R to the person(s) responsible for recalls, and shall
EAAPE T foE 2 B pontain sufficignt information on distri_butor/
x H(ik W TN @E 1 ir importer / retailer / wholesalers and directly
HfF"* SR E) f e A supplied customers (with Iatest an_d valid _
‘.; ' 7ot = | addresses, contact number including mobile
22 phone, phone and/or fax numbers inside and
outside working hours, batches and amounts
delivered), including those for exported products.
9.21 vlTA SR AP ¥ % >4 B | Recalled products shall be identified, recorded and

stored separately in a secure area while awaiting a
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B B R AR AR

decision on their fate.

9.22 v TR AR v B R & e s 3 | The progress of the recall process shall be
WA & FEARY R o recorded and a final report issued, including
reconciliation between the delivered and recovered
guantities of the products.
9.23 & T w TG st o The effectiveness of the arrangements for recalls
shall be evaluated regularly.
AHP LR B2 EW COMPLAINTS ON ADVERSE PRODUCT
REACTIONS
9.24 kD & T Leikkyd £ 8 | Unexpected adverse product reactions resulting
e Ak 0 Be# en3 2k | from the use of the product must be thoroughly
Bl T AR FASH investigated and documented. Reports of serious
unexpected adverse reactions shall be
immediately forwarded to the NRA.
, CHAPTER 10 — SELF-INSPECTION
¥ a4
- S RB PRINCIPLE
i P A E(B4op “rs;fiwf* Self-inspections shall be conducted in order to
kAW E AR R a? g monitor the implementation and compliance with
GMP i+ & 45 91 8 2 g 4 2t Good Manufacturing Practice principles and to
ik eEd e propose necessary corrective measures.
10.1 7 M AR~ Fux XA -2 i~ | Personnel matters, premises, equipment,
4 &~ &F - & &fei# ~ 235 | documentation, production, quality control,
2 A S foAILE N AR distributio_n of the pr_oducts, arrangements for
R TR w e B dealing with complaints and recalls, and
" N self-inspection, shall be examined at intervals
P BEREEETEED | flowin : d in ord i
g a pre-arranged program in order to verify
BoRl their conformity with the principles of Quality
Assurance.
10.2 Pi¥ed fr‘&)&v TEET R Self-inspection shall be conducted in an
RN o S BN R W B independent and detailed way by designated
competent person(s) from the company. The
independent audits by external experts may also
be useful.
10.3 PAteBIET L4k ¢ 4T All self-inspections shall be recorded. Reports shall

ﬁﬁi;ﬁa%ﬁ au_'%{;@J-é » 18
L R S A Rk

contain all the observations made during the
inspections and, where applicable, proposals for
corrective actions and preventive actions, and
corresponding time frames. Statements on the
actions subsequently taken shall also be recorded.
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b B Glossary F & AR
F s Starting materials 1.2.4
e 1 Packaging materials 1.2.4
LA Intermediate products 1.2.5
Nl Finished products 1.2.6
7 PP Ep Shelf life / Expiration date 1.2.8/2.3.8
%4 Inspection 1.2.9
T Appraise 1.2.9
e 3t Review 1.3.1
T Verify 1.3.2
178 Approve 1.3.35
i Investigation 1.3.6
A = Examine 1.3.10
e % Test / Analytical 1.4/5.13.3
B LA R Bulk products 1.4.1
i Monitor 1.4.1
24 Assess 1.4.6
T Evaluate 1.4.6
L Check 2.2.4
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