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CHAPTER 5

PRODUCTION (444h

Principle (¥%))

Production operations must follow clearly defined procedures; they must comply with the principles
of Good Manufacturing Practice in order to obtain products of the requisite quality and be in

accordance with the relevant manufacturing and marketing authorisations.
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5.1. Production should be performed and supervised by competent people.
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5.2. All handling of materials and products, such as receipt and quarantine, sampling, storage,
labelling, dispensing, processing, packaging and distribution should be done in accordance with

written procedures or instructions and, where necessary, recorded.
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5.3. All incoming materials should be checked to ensure that the consignment corresponds to the

order. Containers should be cleaned where necessary and labelled with the prescribed information.
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5.4. Damage to containers and any other problem which might adversely affect the quality of a

material should be investigated, recorded and reported to the Quality Control Department.
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5.5. Incoming materials and finished products should be physically or administratively quarantined

immediately after receipt or processing, until they have been released for use or distribution.
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5.6. Intermediate and bulk products purchased as such should be handled on receipt as though

they were starting materials.
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5.7. All materials and products should be stored under the appropriate conditions established by

the manufacturer and in an orderly fashion to permit batch segregation and stock rotation.
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5.8. Checks on yields, and reconciliation of quantities, should be carried out as necessary to ensure

that there are no discrepancies outside acceptable limits.
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5.9. Operations on different products should not be carried out simultaneously or consecutively in

the same room unless there is no risk of mix-up or cross-contamination.
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5.10. At every stage of processing, materials and products should be protected from microbial and

other contamination.

510. 2 &8 THAOMAM, EXtHet HME2 0/d= X 7|Ef LEL2RE HSE[0{0F Strf.

5.11. When working with dry materials and products, special precautions should be taken to prevent
the generation and dissemination of dust. This applies particularly to the handling of highly

hazardous, including highly sensitising materials.
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5.12. At all times during processing, all materials, bulk containers, major items of equipment and
where appropriate rooms used should be labelled or otherwise identified with an indication of the
product or material being processed, its strength (where applicable) and batch number. Where

applicable, this indication should also mention the stage of production.
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5.13. Labels applied to containers, equipment or premises should 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).
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5.14. Checks should be carried out to ensure that pipelines and other pieces of equipment used for
the transportation of materials and products from one area to another are connected in a correct

manner.
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5.15. Any deviation from instructions or procedures should be avoided as far as possible. If a
deviation occurs, it should be approved in writing by a competent person, with the involvement of

the Quality Control department when appropriate.
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5.16. Access to production premises should be restricted to authorised personnel.

516, S2E HAT i AE2 FZ0| tSst=E ofof oIr].

PREVENTION OF CROSS-CONTAMINATION IN PRODUCTION (44t & mXt2H o)

5.17. Normally, the production of non-medicinal products should be avoided in areas and with
equipment destined for the production of medicinal products but, where justified, could be allowed
where the measures to prevent cross-contamination with medicinal products described below and
in Chapter 3 can be applied. The production and/or storage of technical poisons, such as pesticides
(except where these are used for manufacture of medicinal products) and herbicides, should not be

allowed in areas used for the manufacture and / or storage of medicinal products.
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5.18. Contamination of a starting material or of a product by another material or product should
be prevented. This risk of accidental cross-contamination resulting from the uncontrolled release of
dust, gases, vapours, aerosols, genetic material or organisms from active substances, other materials
(starting or in-process), and products in process, from residues on equipment, and from operators’

clothing should be assessed. The significance of this risk varies with the nature of the contaminant
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and that of the product being contaminated. Products in which crosscontamination is likely to be
most significant are those administered by injection and those given over a long time. However,
contamination of all products poses a risk to patient safety dependent on the nature and extent of

contamination.
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5.19. Cross-contamination should be prevented by attention to design of the premises and
equipment as described in Chapter 3. This should be supported by attention to process design and
implementation of any relevant technical or organizational measures, including effective and

reproducible cleaning processes to control risk of cross-contamination.
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5.20 A Quality Risk Management process, which includes a potency and toxicological evaluation,
should be used to assess and control the cross-contamination risks presented by the products
manufactured. Factors including; facility/equipment design and use, personnel and material flow,
microbiological controls, physico-chemical characteristics of the active substance, process
characteristics, cleaning processes and analytical capabilities relative to the relevant limits
established from the evaluation of the products should also be taken into account. The outcome of
the Quality Risk Management process should be the basis for determining the necessity for and
extent to which premises and equipment should be dedicated to a particular product or product
family. This may include dedicating specific product contact parts or dedication of the entire
manufacturing facility. It may be acceptable to confine manufacturing activities to a segregated,

selfcontained production area within a multiproduct facility, where justified.
520 22 /g 22| g2 MzEE= MEBO Qs HHE nx 2F /S Botstn 25|
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5.21 The outcome of the Quality Risk Management process should be the basis for determining the
extent of technical and organisational measures required to control risks for cross-contamination.

These could include, but are not limited to, the following:

El

521 &2 ¢lgd &2l 8ol Zats uxt 29 fgs
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Technical Measures (7| =% ZX))

i. Dedicated manufacturing facility (premises and equipment);

i SEE M= AlE (d=E A FH

)

ii. Self-contained production areas having separate processing equipment and separate heating,
ventilation and air-conditioning (HVAC) systems. It may also be desirable to isolate certain utilities

from those used in other areas;

i S WA FoRA, WO MA Fuot M=ol W, BY] U BEHVAQ AIAHS HE
D 9UCh CHE YYUIM AFBEIE RTRlEI RS0 S RT2lEE ABYE HE HENY
4+ ok,

iii. Design of manufacturing process, premises and equipment to minimize risk for cross-

contamination during processing, maintenance and cleaning;

i. 378, A2 X B2 T WA Yol fgds oot M= 5F, MYy A FH 2A;
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iv. Use of “closed systems” for processing and material/product transfer between equipment;

iv. ZH| 28 FXI/HE OlF Al 'Closed AIAE'S| AME;

v. Use of physical barrier systems, including isolators, as containment measures;

v. Isolator@t &2 ZAz| &A|

(T
Hl
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vi. Controlled removal of dust close to source of the contaminant e.g. through localised extraction;

vi. 2GH ZX0AM BX|E E2[SHH MAstE A, OE S0, T287] X

vii. Dedication of equipment, dedication of product contact parts or dedication of selected parts
which are harder to clean (e.g. filters), dedication of maintenance tools;
vi. ZH &= ME 2 FE2

Qx4 =70 W,

H8= £ 27t o2 JHE 20 ZH)S| WES,

viii. Use of single use disposable technologies;

viii. 22| E8F AHE;

ix. Use of equipment designed for ease of cleaning;

ix. 2290 &A 2AE YH| ALE;

x. Appropriate use of air-locks and pressure cascade to confine potential airborne contaminant

within a specified area;

x. FHMHL Bf 2P=22S E8 B9 WO sHE5k7| fIgt Hant Cascadel| HES ALE;

xi. Minimising the risk of contamination caused by recirculation or re-entry of untreated or

insufficiently treated air;
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xi. &8 7L ME|EX]| @2 57| =22 25t 2F X

xii. Use of automatic clean in place systems of validated effectiveness;

xii. W2|HO|ME SWE Z= XS MH(CIP) A|IAEIQ| ALE;

xiii. For common general wash areas, separation of equipment washing, drying and storage areas.

xii. & MA Mgl B2, TH MA, d= 8 23 99| 2.

HI

Organisational Measures (Z&& ZX|)

i. Dedicating the whole manufacturing facility or a self-contained production area on a campaign

basis (dedicated by separation in time) followed by a cleaning process of validated effectiveness;

i M= AlE FH Es SEHE YA Id9S e vigttez MESHAIHLeR ZE|ghsta, Of
20| #e|Hojde vuE A= MA HZS TY;

ii. Keeping specific protective clothing inside areas where products with high risk of cross-

contamination are processed;

i. 19" WA Y hsg0| s MES Yucte X9 WM §EY E== AE;

— 1

iii. Cleaning verification after each product campaign should be considered as a detectability tool
to support effectiveness of the Quality Risk Management approach for products deemed to present

higher risk;

iv. Depending on the contamination risk, verification of cleaning of non product contact surfaces
and monitoring of air within the manufacturing area and/or adjoining areas in order to demonstrate

effectiveness of control measures against airborne contamination or contamination by mechanical
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v. Specific measures for waste handling, contaminated rinsing water and soiled gowning;

v. §7lE M2|, 2GE MAs S 2gE dol=0 ot AHHY =XS5;

vi. Recording of spills, accidental events or deviations from procedures;

vi. 7F, ALY ALA = RO HEO| et 7|F;

vii. Design of cleaning processes for premises and equipment such that the cleaning processes in

themselves do not present a cross-contamination risk;
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viii. Design of detailed records for cleaning processes to assure completion of cleaning in accordance

with approved procedures and use of cleaning status labels on equipment and manufacturing areas;
vii. SE EAOf et a0t AREASS EFSH7| /o) 4 adof| it M 71ES g7

O, FH M= Ko Ha JEf 2tES ARSRCH
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ix. Use of common general wash areas on a campaign basis;

ix. dmel tHelz S8 et MAH £ ALE;

x. Supervision of working behaviour to ensure training effectiveness and compliance with the

relevant procedural controls.
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5.22 Measures to prevent cross-contamination and their effectiveness should be reviewed

periodically according to set procedures.

522 WA QU2 WXEY| 93t RAST 1 wats HF HXo| mat 7Mooz ZHEE ofof
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VALIDATION (‘Z2|H|o]M)

5.23 Validation studies should reinforce Good Manufacturing Practice and be conducted in

accordance with defined procedures. Results and conclusions should be recorded.

523 E2|H0| AE L= GMPE ZSpsliof ot Feolzl ZEXtof et & =|oop Sthf. Zntet
Z2E2 7|FE[0{OF BhLCf.
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5.24 When any new manufacturing formula or method of preparation is adopted, steps should be
taken to demonstrate its suitability for routine processing. The defined process, using the materials

and equipment specified, should be shown to yield a product consistently of the required quality.

524 M22 M= SFO|L} =8 ¢go| =¢E O, LN 3 1780 Helegs YSoHof o
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5.25 Significant amendments to the manufacturing process, including any change in equipment or

materials, which may affect product quality and/or the reproducibility of the process, should be

validated.
525 N& SE/EE 3E MMAdo a2 & = Us FH|L JFXAHe| HE S Z5to K|
Z 3780 st 2%t HE Atd2 S E/0{0F L}

5.26 Processes and procedures should undergo periodic critical re-validation to ensure that they

remain capable of achieving the intended results.
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STARTING MATERIALS (& X}xH)

5.27 The selection, qualification, approval and maintenance of suppliers of starting materials,
together with their purchase and acceptance, should be documented as part of the pharmaceutical
quality system. The level of supervision should be proportionate to the risks posed by the individual
materials, taking account of their source, manufacturing process, supply chain complexity and the
final use to which the material is put in the medicinal product. The supporting evidence for each
supplier / material approval should be maintained. Staff involved in these activities should have a
current knowledge of the suppliers, the supply chain and the associated risks involved. Where
possible, starting materials should be purchased directly from the manufacturer of the starting

material.
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5.28 The quality requirements established by the manufacturer for the starting materials should be
discussed and agreed with the suppliers. Appropriate aspects of the production, testing and control,
including handling, labelling, packaging and distribution requirements, complaints, recalls and

rejection procedures should be documented in a formal quality agreement or specification.
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5.29 For the approval and maintenance of suppliers of active substances and excipients, the

following is required:
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Active substances (FA8&)

Supply chain traceability should be established and the associated risks, from active substance
starting materials to the finished medicinal product, should be formally assessed and periodically
verified. Appropriate measures should be put in place to reduce risks to the quality of the active
substance. The supply chain and traceability records for each active substance (including active
substance starting materials) should be available and be retained by the manufacturer of the
medicinal product. Audits should be carried out at the manufacturers and distributors of active
substances to confirm that they comply with the relevant good manufacturing practice and good
distribution practice requirements. The holder of the manufacturing authorisation shall verify such
compliance either by himself/herself or through an entity acting on his/her behalf under a contract.
For veterinary medicinal products, audits should be conducted based on risk. Audits should be of
an appropriate duration and scope to ensure that a full and clear assessment of GMP is made;
consideration should be given to potential cross- contamination from other materials on site. The
report should fully reflect what was done and seen on the audit with any deficiencies clearly
identified. Any required corrective and preventive actions should be implemented. Further audits
should be undertaken at intervals defined by the quality risk management process to ensure the

maintenance of standards and continued use of the approved supply chain.

OIfE M=YHM= FE= HZFH 2MIAFZNAl 23 s Eototn FI7|H2=z2 HSot
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Excipients (£&H)

Excipients and excipient suppliers should be controlled appropriately based on the results of a
formalised quality risk assessment in accordance with the PIC/S Guideline Pl 045-1 ‘Guidelines on
the formalised risk assessment for ascertaining the appropriate Good Manufacturing Practice for

excipients of medicinal products for human use'.
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5.30 For each delivery of starting material the containers should be checked for integrity of package,
including tamper evident seal where relevant, and for correspondence between the delivery note,
the purchase order, the supplier’s labels and approved manufacturer and supplier information
maintained by the medicinal product manufacturer. The receiving checks on each delivery should

be documented.
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5.31 If one material delivery is made up of different batches, each batch must be considered as
separate for sampling, testing and release.
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5.32 Starting materials in the storage area should be appropriately labelled (see section 13). Labels

should bear at least the following information:

532 2220 A= FAXM= HESHA 22O 20 UAO{oF oHEh(AM13E HX). 2tEo= x st
Che YE7b 22| 0{of oith:

i. The designated name of the product and the internal code reference where applicable;

rir
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ii. A batch number given at receipt;

i. =8 Al 20 E HiX| Hz,
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iii. Where appropriate, the status of the contents (e.g. in quarantine, on test, released, rejected);

i. L=l SE #7[(0: 29 &, HAE &, 81, ARE),

I

iv. Where appropriate, an expiry date or a date beyond which retesting is necessary. When fully
computerised storage systems are used, all the above information need not necessarily be in a

legible form on the label.

iv. HEot 32, 717 E= MAIH0| 2% 2R T 23 A[LH
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5.33 There should be appropriate procedures or measures to assure the identity of the contents of
each container of starting material. Bulk containers from which samples have been drawn should

be identified (see Chapter 6).

533 Zf XM ZEO|HS| LHE
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5.34 Only starting materials which have been released by the Quality Control department and which

are within their retest date should be used.

534 22 2] EMOM Zotet AT AL E|0jof StOH, Ol= THHA =M O|L{of RA0fof ot
C},

5.35 Manufacturers of finished products are responsible for any testing of starting materials3 as
described in the marketing authorisation dossier. They can utilize partial or full test results from the
approved starting material manufacturer but must, as a minimum, perform identification testing4

of each batch according to Annex 8.

535 2MZ MEYHe 5 57t EM00 7|2 2 AXIHS| HAto| Cish M ZTICH Sl
Z AR MEYGHMEREH 225 EEe MM H2AE ZANE 28 + UX|T, 25 80 et 2
HiX[o] Al HAEE X|ASH =3s|{0oF SHCY.
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5.36 The rationale for the outsourcing of this testing should be justified and documented and the

following requirements should be fulfilled:

536 Al 2[F Tl Al 247t EM=tE0{0F otH, Chg 2 TAE 0] SFE0{0F SHCf:

1

i. Special attention should be paid to the distribution controls (transport, wholesaling, storage and
delivery) in order to maintain the quality characteristics of the starting materials and to ensure that

test results remain applicable to the delivered material;
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ii. The medicinal product manufacturer should perform audits, either itself or via third parties, at
appropriate intervals based on risk at the site(s) carrying out the testing (including sampling) of the
starting materials in order to assure compliance with Good Manufacturing Practice and with the

specifications and testing methods described in the marketing authorisation dossier;

iii. The certificate of analysis provided by the starting material manufacturer/supplier should be
signed by a designated person with appropriate qualifications and experience. The signature assures
that each batch has been checked for compliance with the agreed product specification unless this

assurance is provided separately;

ii. A Mz=H/SS M7 HSSte 24 SEM= HEH XA
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iv. The medicinal product manufacturer should have appropriate experience in dealing with the
starting material manufacturer (including experience via a supplier) including assessment of batches
previously received and the history of compliance before reducing in-house testing. Any significant

change in the manufacturing or testing processes should be considered;
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iv. o[FF M=M= A M=YHES=EME S 8 ZhHetel Aol Ao HEst 843
= ERMOF otH, O|F0| +=F HiXIS2 E7t 8 &=+ O0|8Hs HENOF Lt W Alds &
X
I_

of M= e Alg goMel Sact HE Ates 2o ottt

v. The medicinal product manufacturer should also perform (or via a separately approved contract
laboratory) a full analysis at appropriate intervals based on risk and compare the results with the
material manufacturer’s or supplier’s certificate of analysis in order to check the reliability of the
latter. Should this testing identify any discrepancy then an investigation should be performed and
appropriate measures taken. The acceptance of certificates of analysis from the material

manufacturer or supplier should be discontinued until these measures are completed.

v. 2l%FE Mz=gAME fldal Zlttet §Ee F7|2 HH 2ME sd(Es 22 SoE AY
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5.37 Starting materials should only be dispensed by designated persons, following a written
procedure, to ensure that the correct materials are accurately weighed or measured into clean and

properly labelled containers.
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5.38 Each dispensed material and its weight or volume should be independently checked and the

check recorded.

538 A28 7 gxixlel 1 BA £ 2o SYHo= QI 0of B, 023t ol I|S
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5.39 Materials dispensed for each batch should be kept together and conspicuously labelled as such.

539 2 HiX|o| Cfo} A2E UAXKIKj= S EBHE|ofof StD, Ofof CHsH £oI [ 2p#o| Zof
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PROCESSING OPERATIONS: INTERMEDIATE AND BULK PRODUCTS (34 29 : 9N ZE3} =%

H EHHIE)

5.40 Before any processing operation is started, steps should be taken to ensure that the work area
and equipment are clean and free from any starting materials, products, product residues or

documents not required for the current operation.

540 ol 8 HYUS ARSHY| TO, Y St FH[7F IWRSHH SR MY wujot 2 5
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5.41 Intermediate and bulk products should be kept under appropriate conditions.

541 BtHE % ZF ™ Hhy|
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5.42 Critical processes should be validated (see "Validation" in this Chapter).

542 8 532 #Z|HO[YE|0foF SHCRO| Fof "#a|H|o]d" &H=x).

543 Any necessary in-process controls and environmental controls should be carried out and

recorded.

543 €%t ¥ F #2/(PC) A &F E|ls +&ED 7|00 BiC

5.44 Any significant deviation from the expected yield should be recorded and investigated.

544 O & +=20M2 2% LE2 7IEED ZAEO{OF SOt

PACKAGING MATERIALS (Z% X}xH)

545 The selection, qualification, approval and maintenance of suppliers of primary and printed

packaging materials shall be accorded attention similar to that given to starting materials.

54514 & ol =T XY SSYMo ciet M=, §AY Eoh S 8 #el= X0l chst
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5.46 Particular attention should be paid to printed materials. They should be stored in adequately
secure conditions such as to exclude unauthorised access. Cut labels and other loose printed
materials should be stored and transported in separate closed containers so as to avoid mix-ups.
Packaging materials should be issued for use only by authorised personnel following an approved

and documented procedure.

546 QAMALRO| S FolE 7[S0{0F BHCf. AMXMS2 OFFLE I + YU=F SHOFsSHH,
Ao 2HEOIL) O E M Mz 2SE= AS EXGH| o) LW EEEof 255 0{0F BiLt

5.47 Each delivery or batch of printed or primary packaging material should be given a specific

reference number or identification mark.

547 M E= 1A ZF O] 4 S5 E= HiXOs L/ F= Bzl AE 0137 20 &[0f
Of gkt

5.48 Outdated or obsolete primary packaging material or printed packaging material should be
destroyed and this disposal recorded.

548 AFEEIR| B= 1A ZH MEU oM =T MEE H7|X|0fof 5toy, Of H7| ntE2 7|FE|
Ofof ottt

PACKAGING OPERATIONS (Z% 37H)

5.49 When setting up a programme for the packaging operations, particular attention should be
given to minimising the risk of cross-contamination, mix-ups or substitutions. Different products

should not be packaged in close proximity unless there is physical segregation.

549 ZF MY Z2OdMs 28% Hes uX 29, 25, Aol ?/d xasto SEs Fo/E
7|Z20{of otot O E ME2 =218 =27t 8le & M2 7t XM ZFEOM= o ECt

5.50 Before packaging operations are begun, steps should be taken to ensure that the work area,
packaging lines, 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 should be performed according to an appropriate check-list.

https://gmpai.co.kr

24
T4 Copyright 2023 X|&| Q! (Biopharm. &7} All rights reserved.



® . _
GMIB Al TO|X| 19 / 24

| 8L 7|Ef ZH[7F THRoHH X %

u
U

o

T
0z

12

e

mjo

=

o JZI-
O

N

gal

=

oK

[~

H

02

u

ro

ro

f=d

N

of ozt € + Us %JE Xﬂ%, =AM S0 RlEAl =2Q5ts =XE FohoF oLt 2tel 22
-

5.51 The name and batch number of the product being handled should be displayed at each

packaging station or line.

551 2f 28 AHO[M = 2RIoAM XM k= HES ol HiXl #=7t HA|Z|0{OF ohot.

5.52 All products and packaging materials to be used should be checked on delivery to the

packaging department for quantity, identity and conformity with the Packaging Instructions.

552 2 FAMO =ETh 2E HEM 2 MMe =, 28 & 2 Ay £+ oFE =2
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5.53 Containers for filling should be clean before filling. Attention should be given to avoid and

remove any contaminants such as glass fragments and metal particles.

553 & &7l MROF ottt RE[THEHOIL} 55 =244 Z#2 2F=EO0| Sl=F o ottt

Lo o

5.54 Normally, filling and sealing should be followed as quickly as possible by labelling. If it is not
the case, appropriate procedures should be applied to ensure that no mix-ups or mislabelling can

occur.

rfot

554 HE & 3 2 = 7ttt #al 2HEY0| +HLOjof oIt 27tsY E%, S04 &
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5.55 The correct performance of any printing operation (for example code numbers, expiry dates)
to be done separately or in the course of the packaging should be checked and recorded. Attention

should be paid to printing by hand which should be re-checked at regular intervals.

555 B2 ZF APFOM sAoliof St 2ZE 24 HYOl: RE e, F87(th2 d5 =
oI5t 7| Z3ioF oot Yoz MY e F7|Hez X =l EAE sdoof stez F
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5.56 Special care should be taken when using cut-labels and when over-printing is carried out off-

line. Roll-feed labels are normally preferable to cut-labels, in helping to avoid mix-ups.

556 A 2t AFE R 2z2iQloM O[ROX|= R 2Mo= SEo Fo7t RS 255 ¥
X[Bk7] 28l & L= 2fEol Zerd 2tEErt M= o

5.57 Checks should be made to ensure that any electronic code readers, label counters or similar
devices are operating correctly.

557 A ZE 2|H, 2t FI2H E= fAL ZXS0| SHEA HSSHeX] 2elsts =XE F

SH{ OF
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5.58 Printed and embossed information on packaging materials should be distinct and resistant to

fading or erasing.

558 ZHAHC| Qaf YE= dFoHOF ot HMO|LE X[X|X| REOtOF ot

5.59 On-line control of the product during packaging should include at least checking the following:

559 & &I ME2 =22+

rk

1|

rir

x|k Chg Atetol =H010] ZBtE|0fOF BtL|Eh

i. General appearance of the packages;

i 2 MEPHel 9

ii. Whether the packages are complete;

ii. TZO| 2™ M-

o — — - O

iii. Whether the correct products and packaging materials are used;

i. ZHE MEN 2 M2l AHE o F,
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iv. Whether any over-printing is correct;

OlM o] MEHA:

iv. ;\i o='0,

v. Correct functioning of line monitors. Samples taken away from the packaging line should not be

returned.

v. 2t ELEO| SHE &HF o F. ZFUQA0NAM tH2 HE2 gretefd oF ElCt

|_I_I_|_

5.60 Products which have been involved in an unusual event should only be reintroduced into the
process after special inspection, investigation and approval by authorised personnel. Detailed record

should be kept of this operation.

560 LEOLt O|HED oot MEF2 S8 dAL =AF 8 05 A 20T ChA| SFo| &
2IE[O{OF oL} of2{gh 2O et AtMet 7|Z& FX|oiOF otLt.

5.61 Any significant or unusual discrepancy observed during reconciliation of the amount of bulk
product and printed packaging materials and the number of units produced should be investigated

and satisfactorily accounted for before release.

561 23 ME A ol =T ARl Lot M= el o tix FO LHE S5t o
ool 2EX[= EAI Ho| =ALE[Of B ZE[0fOF BHEL

5.62 Upon completion of a packaging operation, any unused batch-coded packaging materials
should be destroyed and the destruction recorded. A documented procedure should be followed if

un-coded printed materials are returned to stock.

562 T HYO| 2t 20= AFEX| H2 X ZEF BAE ZF NS H7|otd O HY
£ 7IFoof oot BV Gle oM X7 oz Hretd Fe 2MStE BXE =50 St

FINISHED PRODUCTS (2tH| 2|2 =)

5.63 Finished products should be held in quarantine until their final release under conditions

established by the manufacturer.

https://gmpai.co.kr

24
T4 Copyright 2023 X|&| Q! (Biopharm. &7} All rights reserved.



l.-llVII l\l HO|X| 22 / 24

563 M| F2 M=YM7F ot =0 Wet 2T 5t WK HH20 2250 L Ct

5.64 The evaluation of finished products and documentation which is necessary before release of

product for sale is described in Chapter 6 (Quality Control).

564 HOHE ME2 =otst7| To|l 2ot thelfE 2 M0 it Bots Med(EE &
2o @FEof AL

5.65 After release, finished products should be stored as usable stock under conditions established

by the manufacturer.

P

563 2NE2 M=YHM7t ot =A StoM XT Zotd WK A2 JEfZ E2E| 00 SHLf.

REJECTED, RECOVERED AND RETURNED MATERIALS (£H%, 2|5 U YHEE |XIA)

5.66 Rejected materials and products should be clearly marked as such and stored separately in
restricted areas. They should either be returned to the suppliers or, where appropriate, reprocessed

or destroyed. Whatever action is taken should be approved and recorded by authorised personnel.

-—
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5.67 The reprocessing of rejected products should be exceptional. It is only permitted if the quality
of the final product is not affected, if the specifications are met and if it is done in accordance with
a defined and authorised procedure after evaluation of the risks involved. Record should be kept of

the reprocessing.
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5.68 The recovery of all or part of earlier batches which conform to the required quality by
incorporation into a batch of the same product at a defined stage of manufacture should be
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authorised beforehand. This recovery should be carried out in accordance with a defined procedure
after evaluation of the risks involved, including any possible effect on shelf life. The recovery should

be recorded.

Z= AN 52 MES HiXlo dHe=M 275 = 2O Rt O HiX|e] ME

= = A2 AT Selk[ofof otot ol2fet gl+= EHEH S B

+dE|00F 5t0, & ZIctof DO[X|s S Eet 7t RE FES ool
k=3

C

N
J
fail
)
o
rot

5.69 The need for additional testing of any finished product which has been reprocessed, or into
which a recovered product has been incorporated, should be considered by the Quality Control

Department.

569 MM e 2MS £= =|5E MESO| ZE AMZOl et =7 Al 242 2
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5.70 Products returned from the market and which have left the control of the manufacturer should
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
issued should all be taken into account in this assessment. Where any doubt arises over the quality
of the product, it should not be considered suitable for re-issue or re-use, although basic chemical
reprocessing to recover active ingredient may be possible. Any action taken should be appropriately

recorded.
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PRODUCT SHORTAGE DUE TO MANUFACTURING CONSTRAINTS ({2 £%)

5.71 The manufacturer should report to the marketing authorisation holder (MAH) any constraints
in manufacturing operations which may result in abnormal restriction in the supply. This should be
done in a timely manner to facilitate reporting of the restriction in supply by the MAH, to the

relevant competent authorities, in accordance with its legal obligations.
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