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CHAPTER 4

DOCUMENTATION (£A)

Principle (¥%))

Good documentation constitutes an essential part of the quality assurance system and is key to
operating in compliance with GMP requirements. The various types of documents and media used
should be fully defined in the manufacturer's Quality Management System. Documentation may
exist in a variety of forms, including paper-based, electronic or photographic media. The main
objective of the system of documentation utilised must be to establish, control, monitor and record
all activities which directly or indirectly impact on all aspects of the quality of medicinal products.
The Quality Management System should include sufficient instructional detail to facilitate a common
understanding of the requirements, in addition to providing for sufficient recording of the various
processes and evaluation of any observations, so that ongoing application of the requirements may
be demonstrated. There are two primary types of documentation used to manage and record GMP
compliance: instructions (directions, requirements) and records/reports. Appropriate good
documentation practice should be applied with respect to the type of document. Suitable controls
should be implemented to ensure the accuracy, integrity, availability and legibility of documents.
Instruction documents should be free from errors and available in writing. The term ‘written’ means

recorded, or documented on media from which data may be rendered in a human readable form.
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REQUIRED GMP DOCUMENTATION (BY TYPE) (GMP 27 ZA, §d48)
Site Master File: A document describing the GMP related activities of the manufacturer.

ALO|E ORAE| mQ(Site Master File): MEK 2l GMPet 2HEHE 52 HHS= SAMYLICE

Instructions (directions, or requirements) type (XIA|A S&):

Specifications: Describe in detail the requirements with which the products or materials used or

obtained during manufacture have to conform. They serve as a basis for quality evaluation.

T4 M(Specifications): M= & AF&E[= MESOILE JXAZL =4310F ot= 27 AMES XA

7l Bich ol B Bolo| 7jgto2 AgE,

Manufacturing Formulae, Processing, Packaging and Testing Instructions: Provide detail all the
starting materials, equipment and computerised systems (if any) to be used and specify all
processing, packaging, sampling and testing instructions. In-process controls and process analytical

technologies to be employed should be specified where relevant, together with acceptance criteria.

H= 4 34, = 9% A™ X|AAtE(Manufacturing Formulae, Processing, Packaging and
Testing Instructions): 2= JXA, FH| 8 AFEIE AL Qs )00 e ME ZEE
Hssta Mzl =7, HEZ A A XAAMES BA|SHCh 230 A= BF IPC & Z=2M2

=4 7lgk BAIZ|O0f 5t 31§ 7|=at 2H FAISH=F oot

Procedures: (Otherwise known as Standard Operating Procedures, or SOPs), give directions for

performing certain operations.

HXIM(Procedures): (E& A2 HAL £ sopzt £#8) £ &S =ds7| st XS MS

stch,

Protocols: Give instructions for performing and recording certain discreet operations.

stC}.

—

ZZEZ(Protocols): £ 2YS st 7|E517|
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Technical Agreements: Are agreed between contract givers and acceptors for outsourced activities.

71&H ¥%(Technical Agreements): OFR2HE IS Qs FIETAMt +E X Ato[of gl

Record/Report type (ZISA/E0M §3H):

Records: Provide evidence of various actions taken to demonstrate compliance with instructions,
e.g. activities, events, investigations, and in the case of manufactured batches a history of each
batch of product, including its distribution. Records include the raw data which is used to generate
other records. For electronic records regulated users should define which data are to be used as

raw data. At least, all data on which quality decisions are based should be defined as raw data.

7|&M(Records): XA|Z2M =5 FTYols Ot =X|529 SHE Sttt oS . T,
A, Z=AL B 7| F, HiX|o] RE S& Eget TAM ol8s EYTLh 7IEM0= EfE NE=
= ddot=s O MEE= raw data: Z&E = BF, AFEAtE O GIOIE 7t raw
dataZ AtEE AKX Folofof oict FRO =S O|X|= ZE HOIHE Raw dataZ “2|%[Of
Of ohct.

Certificates of Analysis: Provide a summary of testing results on samples of products or materials

together with the evaluation for compliance to a stated specification.

=X M(Certificates of Analysis): MZO0|Lt ;= HE0 Ot HAF Zat 2ot HAIE A0 Cf

A
o =4 OFE MSLC

Reports: Document the conduct of particular exercises, projects or investigations, together with

results, conclusions and recommendations.
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B M(Reports): 53 &Y, TZHME £

GENERATION AND CONTROL OF DOCUMENTATION (&AM M/ 9

2

2l)

4.1 All types of document should be defined and adhered to. The requirements apply equally to all
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forms of document media types. Complex systems need to be understood, well documented,
validated, and adequate controls should be in place. Many documents (instructions and/or records)
may exist in hybrid forms, i.e. some elements as electronic and others as paper based. Relationships
and control measures for master documents, official copies, data handling and records need to be
stated for both hybrid and homogenous systems. Appropriate controls for electronic documents
such as templates, forms, and master documents should be implemented. Appropriate controls

should be in place to ensure the integrity of the record throughout the retention period.

o=

41 RE TR 2AM, OIC0] RS Faldof tCf. 2M AlAE

ot 12 Olgst7| A =AM=te|ofot
St 2|0 A 2|7t O|FMOF otbt. EM(KIAALY J/EE 7|8M) QEls FAEM E=
SOIZM = AN =28 YEfY & QACE OkAH 2XM, 4 A, HOolE M2l & 7| =0 o

]

o
batA 8 g2l =X|= BA|Z|ofoF otot. HAR HER, TA &4, A OkAH M EME

5
HES vt 2asitt. 7|5 =2E 7|18 U 7I5e] FEEE 2Tct7| fIgt HE7t AL
O{OF SFLY.

4.2 Documents should be designed, prepared, reviewed, and distributed with care. They should
comply with the relevant parts of Product Specification Files, Manufacturing and Marketing
Authorisation dossiers, as appropriate. The reproduction of working documents from master

documents should not allow any error to be introduced through the reproduction process.

42 2Me F2lE 7|20 g5t HEEOf HIZSHOF SPCE MF fAM, M= S TOiS7h ot
2o| B2 OF O EXSHA sfiof oich OAH EMOM XY ZME SHsks 82, 5H 1

o
= e
= 8ol @77t LYK HES B{OF SHCf

4.3 Documents containing instructions should be approved, signed and dated by appropriate and
authorised persons. Documents should have unambiguous contents and be uniquely identifiable.

The effective date should be defined.

43 XAIME Q7tEl B0 Qg S0, MY Sl ERI BmAZ|OfoF Stof. EM= WE&S =
StA ®Z|5HOF ot A& JhSofOF otrf. ot 2A TR LRHAIY LAY, Effective date)?t F2|%[Of

Of StLCf.

x

4.4 Documents containing instructions should be laid out in an orderly fashion and be easy to check.

The style and language of documents should fit with their intended use. Standard Operating
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Procedures, Work Instructions and Methods should be written in an imperative mandatory style.

OF

44 XNAMME F=& gH22 Y500 ot =2l0] &0
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4.5 Documents within the Quality Management System should be regularly reviewed and kept up-
to-date. When a document has been revised, systems should be operated to prevent inadvertent

use of superseded documents.

4.6 Documents should not be hand-written; although, where documents require the entry of data,
sufficient space should be provided for such entries.
46 M= 7|2 FEsiM= ¢ EICh HojH 20| East Mol 4@ F&°¢

Of StLCf.

OH
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GOOD DOCUMENTATION PRACTICES (2 &AM 7|&)
4.7 Handwritten entries should be made in clear, legible, indelible way.
47 7|2 HdE d52 =5t vty A, NHXR e dH22 ZEE[0foF oot

e

4.8 Records should be made or completed at the time each action is taken and in such a way that

all significant activities concerning the manufacture of medicinal products are traceable.
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4.9 Any alteration made to the entry on a document should be signed and dated; the alteration
should permit the reading of the original information. Where appropriate, the reason for the

alteration should be recorded.

49 Mo Z7IYE W&o gt ol Eaod W MY 8l IR, ALRE &7|5i0F 5t J|E 7Y

]
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HEE 92 4 Al ofof et

RETENTION OF DOCUMENTS (24 E32h

4.10 It should be clearly defined which record is related to each manufacturing activity and where
this record is located. Secure controls must be in place to ensure the integrity of the record

throughout the retention period and validated where appropriate.

410 2 7|IEM= ofH N=Es JIEME ofLiof 2atet X| F=ts| FHolsof
=]
=]

e
ook 2E 7|12 S 7IEMel REYS H2Yoty| fleh orEet Helvt Eesin et B #

|G 0]+ S{OF otLCf.

4.11 Specific requirements apply to batch documentation which must be kept for one year after
expiry of the batch to which it relates or at least five years after certification of the batch by the
Authorised Person, whichever is the longer. For investigational medicinal products, the batch
documentation must be kept for at least five years after the completion or formal discontinuation
of the last clinical trial in which the batch was used. Other requirements for retention of
documentation may be described in legislation in relation to specific types of product (e.g. Advanced

Therapy Medicinal Products) and specify that longer retention periods be applied to certain

documents.

411 HiX| EM0l= £ 2FAY0| HEEH, i HiX|e| RE A £ 1H Es SXIL Y
XE solet 2 x4 53 F O 70 7[7t SQ HESHOF oty AMAHE o[FFL| 42, HIX| &
Mz SIS HIXIZF ALEE OHX|3 AYAI™O| Je &AL SAXHCZ SHE £ x4 53 ¢ &
ZHSlof otCh =AM EHHof| Ciet 7|EF @A £ {FAo| MEFOI: 8 K& 29fF, MAM=E X|
2 oF)nt #AHE HEOH AL Aol M ZSFO| wat 22 7[7H0] § ZOojE = Ut

4.12 For other types of documentation, the retention period will depend on the business activity
which the documentation supports. Critical documentation, including raw data (for example relating
to validation or stability), which supports information in the Marketing Authorisation should be
retained whilst the authorisation remains in force. It may be considered acceptable to retire certain
documentation (e.g. raw data supporting validation reports or stability reports) where the data has
been superseded by a full set of new data. Justification for this should be documented and should

take into account the requirements for retention of batch documentation; for example, in the case

https://gmpai.co.kr

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



l.-VII l\l Ho|x| 7 / 22

of process validation data, the accompanying raw data should be retained for a period at least as
long as the records for all batches whose release has been supported on the basis of that validation
exercise. The following section gives some examples of required documents. The quality
management system should describe all documents required to ensure product quality and patient

safety.
412 Mol Bt 7|1Zt2 || wat ZEtEIch 557 YEE AUESt= Raw data(0l: &2
of £ Zgd 38 EME 7t 75 RAIEE S EES|oF ohot

7|E A17f MZ2 HIolHZ 23| tNEof 7HE8E 20l ved 485 21N == 2384
A

o o
HOME HHS= Al HOE)E H7ot= A0l 3{&E + UL H7|of Ciet T2 2A
HiXl 2Mel 22 2715 12q3{of Sthf. ol =0 573 E2(Ho]d HolH
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SPECIFICATIONS (T A{)

4.13 There should be appropriately authorised and dated specifications for starting and packaging

materials, and finished products.

413 22=Z ZEM, HHES0 sl St St BAE FHMZF A0

rot
o

Specifications for starting and packaging materials (2 XtX %! ZXXIX| 7FH)

4.14 Specifications for starting and primary or printed packaging materials should include or provide

reference to, if applicable:

414 XA EE= QA ZFM AHAMOE Che2 ZEotAL HEY + AO{OF Strk:

a) A description of the materials, including:

a) O3S =gt AAo tieh 23:

- The designated name and the internal code reference;

- HE2| ofFn ikl 39 ZE HXE;

https://gmpai.co.kr

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



Q - —
GW"@;{;I\I T 0|X| 8 / 22

- The reference, if any, to a pharmacopoeial monograph;

rir

- YA A, O =2 (AL B9,

- The approved suppliers and, if reasonable, the original producer of the material;

ol

ol El

—

OH

=M (e 3%

o

M Z= At

i

E'é'l-)-

]

- A specimen of printed materials;

- TR A=,

b) Directions for sampling and testing;

|t

2 YA

oo

B A

b)

¢) Qualitative and quantitative requirements with acceptance limits;

I

0 HHH U YN o187

MM

d) Storage conditions and precautions;

d) BB EA U FoIAR;

— '

e) The maximum period of storage before re-examination. Specifications for intermediate and bulk

products

e) MAAL FNLA| z|Cf 22t 7|Zh BHHE 2 Z=F © gNE

N

M

O

Specifications for intermediate and bulk products ({tH|& % ZF H UHE 73)

4.15 Specifications for intermediate and bulk products should be available for critical steps or if
these are purchased or dispatched. The specifications should be similar to specifications for starting
materials or for finished products, as appropriate.
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Specifications for finished products (2HZ 7FZHA)

4.16 Specifications for finished products should include or provide reference to:

416 M EFS| #AMOE T30 ZE|ALE 23 0 Xt=7t ZSEO{0F ottt

a) The designated name of the product and the code reference where applicable;

a) &2 Ol dgkles 8% 2E X

b) The formula;

b) MEEZAMKL);

) A description of the pharmaceutical form and package details;

o Mg = MF Y2 o 29

d) Directions for sampling and testing;

|t

Y LA

oot

HiHH.
o d,

d)
e) The qualitative and quantitative requirements, with the acceptance limits;

e) 384 A FEFH atME A HAEIIFE

f) The storage conditions and any special handling precautions, where applicable;

R

Am
rir

FolABEEEE B2)
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g) The shelf-life.

rot

g 757

MANUFACTURING FORMULA AND PROCESSING INSTRUCTIONS (HIEBEEAM U SEX[AAM)

Approved, written Manufacturing Formula and Processing Instructions should exist for each product

and batch size to be manufactured.

sols 2 ME2R F NEEETAML STXAME ditEl= 2 M BiX| Ao[=0f it} of
ZI&[0fof oLt

4.17 The Manufacturing Formula should include:

417 MEEEME S A

mjo

meect

a) The name of the product, with a product reference code relating to its specification;

a) MEZ1 ®MEBQ FAM st HE X Hz

b) A description of the pharmaceutical form, strength of the product and batch size;

) 2[E MY, ME 2, BiXl AMO|=0f CHet 29;

I

c) A list of all starting materials to be used, with the amount of each, described; mention should be

made of any substance that may disappear in the course of processing;

SEI 4 =22 22O ¥ 3F 8 o A2t 7tsd0l e 22

d) A statement of the expected final yield with the acceptable limits, and of relevant intermediate

yields, where applicable.

d) 2T 0l =20 thet 233 o8 oA, sig=l= 8% &8 UHlE =20 ozt 29
https://gmpai.co.kr
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4.18 The Processing Instructions should include:

418 Mz= X|AIMO|= CHZ0| ZetE[ofoF gLtk

a) A statement of the processing location and the principal equipment to be used;

oK

a) 38 ¥ ¥2 % M8 Fo FH|of ozt 29;

b) The methods, or reference to the methods, to be used for preparing the critical equipment (e.g.

cleaning, assembling, calibrating, sterilising);

b) 8 =H|e =H| ¥Y =

rir

ROl Ok =0 M, =8, 2F, S,

¢) Checks that the equipment and work station are clear of previous products, documents or

materials not required for the planned process, and that equipment is clean and suitable for use;

o O MZE, &M =& O HiX|e| }=7t YAl BIAS20HAE o)) FH|ZF MRS At
o

g217|0f Hesx| golgtct,

= -

’

d) Detailed stepwise processing instructions [e.g. checks on materials, pretreatments, sequence for

adding materials, critical process parameters (time, temp etc)];

d) THAQl CHAE IZF KAl |XA, MXE|, 2 £ &=A, J2EZE 377 metolg(AlZL,
=25 5) &l

e) The instructions for any in-process controls with their limits;

e) IPCO| Oiet X[H X AEZIE;

f) Where necessary, the requirements for bulk storage of the products; including the container,

labeling and special storage conditions where applicable;

f =t 22, B TF M AXE B JFEYEE FS 87|, 2A¥Y U S+ 2B =Y
=3,
https://gmpai.co.kr
24

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



l.-VII l\l go|X| 12 / 22

g) Any special precautions to be observed.

b

mot
Ajm

g) =3l 0F 2 FOIAE.

Packaging Instructions (Z%& X|A|A)

4.19 Approved Packaging Instructions for each product, pack size and type should exist. These

should include, or have a reference to, the following:

0

419 2t ME, =T 37| % /Y0 ) SelE 2 XAIM7F 0o otet. o7|0= ChE Ated
o

o
°
O ZHE0] AALE Fx=F = U0{Of BHCf:

a) MBY(EY T 2MZ A 2HMZ2 HiX| Bz =3,

b) Description of its pharmaceutical form, and strength where applicable;

(=13

[=¥]

b) Mol gt 298 A sSE= R

ot

¢) The pack size expressed in terms of the number, weight or volume of the product in the final

container;

o XF E700 B MEQ M=, A £ ROZ BEAE 2 A8,

d) A complete list of all the packaging materials required, including quantities, sizes and types, with

the code or reference number relating to the specifications of each packaging material;

d) =& 37| A fEs =ty 2ast RE ZZMNe TN S50 24 T #4104 2
WS ESL =Y

e) Where appropriate, an example or reproduction of the relevant printed packaging materials, and

specimens indicating where to apply batch number references, and shelf life of the product;

https://gmpai.co.kr
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e) XMES A

Mot %, 23 Qi ZYIe ME E= M=, X MFL X M=ot mE7(T

—
9I%|E HojFE HE

f) Checks that the equipment and work station are clear of previous products, documents or
materials not required for the planned packaging operations (line clearance), and that equipment

is clean and suitable for use;

f) o X HYZo| ogE =Y Y| oK @2 olF HMEF, olF HiX|e] ZM =& O
=

- o = =
HiXI2l AR 7F QleX] =HQl@Etel Z2ojz L) S FH|7F MRS ARESH|of A

ot
O

1x| gol

[
r

StCt;

g) Special precautions to be observed, including a careful examination of the area and equipment

in order to ascertain the line clearance before operations begin;

ME

Y AR H 2rel 220HAE =S| 2l HAStE &

8%

S8 oD gHlo] 4N YA

Q

=.
[=)]

h) A description of the packaging operation, including any significant subsidiary operations, and

equipment to be used;

h 2% Hx Xt

mjo

mES BF TR0l e M L ALSE A,

— !

i) Details of in-process controls with instructions for sampling and acceptance limits.

) MEY WY U i8]

gL 2 Z3ok IPC.

MM

Batch Processing Record (HiX| HIZ 7|EA)

4.20 A Batch Processing Record should be kept for each batch processed. It should be based on
the relevant parts of the currently approved Manufacturing Formula and Processing Instructions,

and should contain the following information:

420 Mgl Z BiX|of CHof BiX| 7|EME 220 StCE o= o SeE MEEEM X M=

KAIMel &3 225 7|8tz ofof ot Cf3 YEE Zeofor gLtk

https://gmpai.co.kr
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a) The name and batch number of the product;

a) MZ2| ol HiX| H=;

b) Dates and times of commencement, of significant intermediate stages and of completion of

production;

b) &4t A% ZW Sl AIZE F2 T2

OH

g Tt Mt etz IR S AIZh

c) Identification (initials) of the operator(s) who performed each significant step of the process and,

where appropriate, the name of any person who checked these operations;

OH

gol 24 &8 B

i

A
Sl

ok

At Xl MO ) 8 B0 Mt =Xt MPE;

Q

d) The batch number and/or analytical control number as well as the quantities of each starting
material actually weighed (including the batch number and amount of any recovered or reprocessed

material added);

d) HIX| 3 Sl/E= Al

oot

W, 3w 2ho| NN BY (314 T KBS Y=o ¥ mEY

’

e) Any relevant processing operation or event and major equipment used;

OH

e) 38 =8 E= OHMIENM MEE F2 FH|;

f) A record of the in-process controls and the initials of the person(s) carrying them out, and the

results obtained;

f) IPC & =Xte| o|L|&, ZItof| Chet 7|5 =;

g) The product yield obtained at different and pertinent stages of manufacture;

oK

SEPN

A O,
(=} = T=E,

o

9)
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h) Notes on special problems including details, with signed authorisation for any deviation from the

Manufacturing Formula and Processing Instructions;

hy MEEEM X MZXAMOA BHO{H LEO| LYY

mjo

B2, MEE SaAMe 2H MF At

Note: Where a validated process is continuously monitored and controlled, then automatically
generated reports may be limited to compliance summaries and exception / out-of-specification
(OQS) data reports.

Note: HZ[HO|HEl SHS HEHo=z ELEHFSHD 2 32, 18 &5 2% EaM%

OOS data HZE

Batch Packaging Record (H{X| =% 7|EA)

4.21 A Batch Packaging Record should be kept for each batch or part batch processed. It should be
based on the relevant parts of the Packaging Instructions. The batch packaging record should

contain the following information:

421 WX =g 7[E2 Mg 2t X == LF0| s 7| SsHoF Stof. ZF X[AIAMSf BEH F

== /gt = goiof otk 2 J[EMOE OfS YRt ZeE[0foF SHCk:

a) The name and batch number of the product;

) MZ2| O|E1} HiX| Bz,

b) The date(s) and times of the packaging operations;

by ZF XY A+ A AlZE

—
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c) Identification (initials) of the operator(s) who performed each significant step of the process and,

where appropriate, the name of any person who checked these operations;

0 =2 I CHAZ2 283t XXt AQI(O|L|A) Y S|EtE|= AL QIXto| 0|2,

d) Records of checks for identity and conformity with the packaging instructions, including the

results of in-process controls;

d) Z XAIMO| Ot =4 fF & =2l 7|F(PC Z2at Z3);

e) Details of the packaging operations carried out, including references to equipment and the

packaging lines used;

e) =T 2tQl, HHIO| thet =S =50l AE =T X0 o

rok

ME g,

1

f) Whenever possible, samples of printed packaging materials used, including specimens of the

batch coding, expiry dating and any additional overprinting;

) HIX| BE, K873 U S Ol HHE HOFE MES TS0 ALSE ol TR ME,

g) Notes on any special problems or unusual events including details, with signed authorisation for

any deviation from the Packaging Instructions;

g) Z& XAIMOA S0t 2EHO| ZHEAS B, MEBE SoUMet i MF Ades =zt

Ug T HIHAR AR T3 7|

h) The quantities and reference number or identification of all printed packaging materials and bulk
product issued, used, destroyed or returned to stock and the quantities of obtained product, in
order to provide for an adequate reconciliation. Where there are robust electronic controls in place

during packaging there may be justification for not including this information;

h) 3, ALE, H7| == Moz ghEE 2

=4
MM BE7h O of HEE Ty ¥2 4 YUtk

—
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i) Approval by the person responsible for the packaging operations.

) A XY A QIXto

ol
[ 2| b = |

—-

ol

PROCEDURES AND RECORDS (EXIe} 7| &)

Receipt (215F)

4.22 There should be written procedures and records for the receipt of each delivery of each starting

material, (including bulk, intermediate or finished goods), primary, secondary and printed packaging

materials.
422 2t AR (=E ™ X E, BME E HNHE =g, 1A 2XF A ol =Xl 24 HE ¢
=30 chet M EXt A 7|=50| QJAO{OF LY,

4.23 The records of the receipts should include:

423 Q5= 7|EM0|l= CHE0| ZetE(0{0F St

a) The name of the material on the delivery note and the containers;

a) M A &7I0] ®7|E HAHe| OfF;

b) The "in-house" name and/or code of material (if different from a);

b) AXXHC| "in-house" O|& H/E= ZE(alt CHE B,

) Date of receipt;

o 2= Ex

d) Supplier's name and manufacturer’s name;

d) S=8H ol§ A M=gH OlF;

https://gmpai.co.kr
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e) Manufacturer’s batch or reference number;

e) MZYH S X = H= H3;

’

f) Total quantity and number of containers received;

fos B 2 2 Ao 2

g) The batch number assigned after receipt;

g) O = LEE HiX H3;

h) Any relevant comment.

b [WE,

h)

rk

4.24 There should be written procedures for the internal labeling, quarantine and storage of starting

materials, packaging materials and other materials, as appropriate.

424 AXX S 7[EF AXAO LiF 2pAR, HY S 2o oict M ZEXrF HES| OpEEof

AO{OF ohLt,

Sampling (BH *HF)

4.25 There should be written procedures for sampling, which include the methods and equipment
to be used, the amounts to be taken and any precautions to be observed to avoid contamination

of the material or any deterioration in its quality.

425 Mz FYnt ZH, MFY, A2 2F0|L FFE XMoIE YKo fiY EAE EZe AA

MFE ZM7E A0{OF BHCE

—

Testing (A &)

4.26 There should be written procedures for testing materials and products at different stages of

https://gmpai.co.kr
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manufacture, describing the methods and equipment to be used. The tests performed should be

recorded.

426 A= A MES AlFot=H AFEE Ald &' 7|7|8 7lset MB 2XF A0 OF Stof. =

—

Other (7|E})

4.27 Written release and rejection procedures should be available for materials and products, and
in particular for the certification for sale of the finished product by the Authorised Person(s). All
records should be available to the Authorised Person. A system should be in place to indicate special

observations and any changes to critical data.

427 AR MEZ0| chet ME M/ IFE ZEX7F QA0{oF ottt £, QIEE FEAE) 2t
2HE ol 3 BA EM7E A0 O .S E HEAE2 EE VIEME HEE + U0

|
SICh 50| Attt =82 HO[Ho| #HE AFdS LEIH= ALE O] A0 SHCE

4.28 Records should be maintained for the distribution of each batch of a product in order to

facilitate recall of any batch, if necessary.

428 ER% BF o HiX|e| 2|25 &OI5tA ot7| 28 4 MZF HiXle| 78 7IFEME EEN
;

4.29 There should be written policies, procedures, protocols, reports and the associated records of

actions taken or conclusions reached, where appropriate, for the following examples:

429 (ERO| wmeh) ot Aol oict M gH, X, Z2EZ, E0M, 2 ZXAo|LE 28
of thet 71ZA7F QUAO{OF St

- Validation and qualification of processes, equipment and systems;

- Z2 M, FH S AIAESl #a[HofMd B HAFE
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- Equipment assembly and calibration;

- mHl =7 2 2%

- Technology transfer;

-7l oI,

Maintenance, cleaning and sanitation;

TAES ME 2R

Personnel matters including signature lists, training in GMP and technical matters, clothing and

hygiene and verification of the effectiveness of training;

- M8 55, 6MP A 7l 23 1|, HEgs A Y, ns 2ot 20 2ot A

- Environmental monitoring;

-2 2UEY

[

- Pest control;

- B g
- Complaints;
- =0
- Recalls;
- 2[F;
https://gmpai.co.kr
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- Returns;

- B,

- Change control;

Ee

rk

=ik

]

- Investigations into deviations and non-conformances;

OlEF O] H
SRS

ok

Hof| CH

rot

F AL

- Internal quality/GMP compliance audits;

Z/GMP ZHAL;

ol

el

- Summaries of records where appropriate (e.g. product quality review);

- 71Z0| tiet 29 (O - MF FE HE);

- Supplier audits.

- SEA B

4.30 Clear operating procedures should be available for major items of manufacturing and test

equipment.

430 M= 2 AR dH[Q FaARZ Ciet d=et 2F EXHEAZE QU0jofF ohot.

—

4.31 Logbooks should be kept for major or critical analytical testing, production equipment, and
areas where product has been processed. They should be used to record in chronological order, as
appropriate, any use of the area, equipment/method, calibrations, maintenance, cleaning or repair

operations, including the dates and identity of people who carried these operations out.
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TO, dH/gY, SN, Ha £E $ANYS 7ISE Ao Cfstol of FHelg
U ek Aol Mg mBIO HHH AZaoR 7|530io}

shc}

4.32 An inventory of documents within the Quality Management System should be maintained.

432 FE 2| A2—@QMS) 2ME FA Zt2|sof oot
710|=0f Cfet oM, 2FE2 221 =8 oA 22| FA|7| BHELCL
ofid T2 Fely 20| ALEste 4~ glen], RHe2 54|, SRote WIS SAIRLIC
OjY AFS0]| ChEt 22l= contact HO|R IS 215l HSFFA|Z| HIZHLIC.
-GMP Ai] A|AFQ)-
https://gmpai.co.kr
214]
73]

Copyright 2023 X|AFQ (Biopharm. &

M2 74 All rights reserved.

0| X| 22 / 22

>

ne

<



