L £ (] o|= N
Yz 2g Hg 22 a4z LT
Ald 207t Hotst X| TESHE 7|£0| &l oX| $te, #HQ|, 7|EF A A [Numerical limits, ranges, or other suitable measures for acceptance of test results.
o AE
Ref 2
Acceptance M|, 518 7| 2K
o ™, O iy a— pp— — . o T .
Criteria o= ° HolEALT Y EXNGIEALFN 20|, ZE L= BIX|[(EE= Z2| HO| [Acceptance criteria means the product specifications and acceptance/rejection criteria,
£ ol 2™ M= TRl stfaE)e HEE Z™sH7| o 22Tt |such as acceptable quality level and unacceptable quality level, with an associated
H&E 4ot M8 7|8 W 2H dH xHF A= sampling plan, that are necessary for making a decision to accept or reject a lot or batch Ref 3
(or any other convenient subgroups of manufactured units).
Z7H2r0| of0] Y1 U= Hako|Lt mEUO| 2T W E LotCt N/A
Accuracy g Ref 17
OME £ 08X =& S0 203 I S24HQl =42l 8l A Z=X| |Established criteria, e.g. microbial or particulate levels, requiring immediate follow-up and
Action level ZX| aF 7 2ast A ™ 7|12 corrective action if exceeded. Ref 11
SEMEo| AHE TG X7, 25}, HX| = ofebatof RA0| 2F2| &t |Active ingredient means any component that is intended to furnish pharmacological
g £= 7|EF AEA Ol Fek2 KM&st7 L 212t B S22 ML £&  |activity or other direct effect in the diagnosis, cure, mitigation, treatment, or prevention of
Act CECE 7|50 g2 0|X| X} st JEE o|0|BiC S &M E0|= |disease, or to affect the structure or any function of the body of man or other animals.
) Ct('i\{e . oxME =ME EH X8 L= SIE XM35H7| 510 24X 2|AE MZE IPH 0 A &t |[The term includes those components that may undergo chemical change in the Ref 3
ingredien MOl H3lE AN HYE HEjZ 24X o|AE LYo ZEXYSIA &l= Y ZE [manufacture of the drug product and be present in the drug product in a modified form
ZSSICE intended to furnish the specified activity or effect.
O|SkE M =0f At2E|H ol siH o|AZNAM SEdHE20| &|l= ME L [Any substance or mixture of substances intended to be used in the manufacture of a
= 259 228 =. 0|3|st 29| 7|52 E™HE TIChH X|Z, 25}, X |pharmaceutical dosage form and that, when so used, becomes an active ingredient of
K| £E= ogteto A0 2| &8 L= J|EF Z-HO FES MBSt [that pharmaceutical dosage form. Such substances are intended to furnish
L} MY = 9 7|50| 92 0|X|= Z{0|C}. pharmacological activity or other direct effect in the diagnosis, cure, mitigation, treatment, Ref 5
or prevention of disease or to affect the structure and function of the body.
Active 3 O|fE M ZO| Ar2E|H oY s o|AZ0 A ZHHE0| £|= H& = |Any substance or mixture of substances intended to be used in the manufacture of a
pharmaceutical HEOIUE, HEEE 7 |[= HYESo =312, 0|28t MEO| 7|52 HHS FIGH k|2, &3}, § |drug (medicinal) product and that, when used in the production of a drug, becomes an
ingredient (APT) RY= FEE K| EE= ofdtstof A0f k2| 28 &= J|EF A™AQl FoF2 M-Sl |active ingredient of the drug product. Such substances are intended to furnish
Lt MY = 9 7|50 9a2 0|X|= Z0|Ct. pharmacological activity or other direct effect in the diagnosis, cure, mitigation, treatment, Ref 2
or prevention of disease or to affect the structure and function of the body.
B4, ¥E, 55 5 & 0|50 ZBtof ofsto] MEE SHEA 2H Q) N/A
AGEO| MZO| AHEEl= AS Tt Ref 15
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Actual yield

Actual yield means the quantity that is actually produced at any appropriate phase of
manufacture, processing, or packing of a particular drug product.

N/A

Ref 15

Advanced
Electronic
Signature

o
il
A
>
>
0R

Ct

£ B2 ARgOO] M4

i

FAlo 2 o|O|EfQF YA E/0] QU

(EU) means an electronic signature, which meets the following requirements:

(@) it is uniquely linked to the signatory;

(b) it is capable of identifying the signatory;

(c) it is created using means that the signatory can maintain under his control; and
(d) it is linked to the data to which it relates in such a manner that any change of the
data is detectable.

Ref 1

Airlock, Air-
Lock

oojz3, MH

20/ 27§ 014 9
7| IsH 27 ol 4

of EX|stet. ool =

A gLt

L
MM
Ao

An enclosed space with two or more doors, which is interposed between two or more
rooms, e.g. of differing classes of cleanliness, for the purpose of controlling the air flow
between those rooms when they need to be entered. An airlock is designed for use
either by people or for goods and/or equipment.

Ref 5

An enclosed space with two or more doors, and which is interposed between two or
more rooms, e.g. of differing class of cleanliness, for the purpose of controlling the air-
flow between those rooms when they need to be entered. An air-lock is designed for and
used by either people or goods.

Ref 4

Alert limits
(environmental
monitoring)

ZAoHA (2 2L )

Foz Y Al £XIS

Z0l0f thstol =7 HEE

) =

Established microbial or particulate levels giving early warning of potential drift from
normal operating conditions which are not necessarily grounds for definitive corrective
action but which require follow-up investigation.

Ref 11

Alert limits
(media fill)

ZAsHAEI X F7H)

o4 iR SH
SH0{of Lt Beket &

i cHolof chekol st
EEDERN

7|1E EE R ©e

A7} EIX|= e 7

EN!

A 1o

Established levels or numbers of positive media filled units, the cause of which should be
investigated, but which are not necessarily grounds for definitive corrective action.

Ref 11
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ge 22 EL Y
MNE2ME 517] 5t0] HMS| 7|t YAl AlFIE S Totct N/A
Analytical N Ref 17
Procedure
Od=22 AFEAZ| 7L O)d=o| % & SAS AXst= =22 An agent that kills microorganisms or suppresses their growth and multiplication.
Antimicrobial N | Ref 13
O MES AFESHE 20| OfL|2t M ar ¢ets XMjjst= S 2. A substance that inhibits the growth and development of microorganisms without
HEXe ES 44 EHO M E3iC} necessarily killing them. Antiseptics are usually applied to body surfaces.
Antiseptic e Ref 13
API M0 AF2E|H APL 140 &3t 1x9| AdEEoZ E5tL|= 2 |A raw material, intermediate, or an API that is used in the production of an API and that
ROE, Z7HH| L= APL API ZHEXL AZH A FLOfE =& A1, 8} [is incorporated as a significant structural fragment into the structure of the APL An API
Lt E£= 1O o|&to] 32XZEH Ao et Fojg == A2 M, XHA| |Starting Material can be an article of commerce, a material purchased from one or more
API Starting MzEg o+ QUCHL API EHEE 2 HtX o Z slatX EXt LX7F 1 [suppliers under contract or commercial agreement, or produced in-house. API Starting
Material HEQIUE sUEH Ho|of QJACH Materials are normally of defined chemical properties and structure. Ref 2
EH 7|62 AHSH7| IS Ol2| Ho|=l EEHE/SIEY 00 AX|E|0] |Software installed on a defined platform/hardware providing specific functionality
23k= 2ZEQ0
Application olZg/#ol4 Ref 20
EXN QAL M e AL M8 AZEQO] =213 A software program developed or adapted to the specific requirements of the application.
Application- | oy = 3101 44-578 20|
Specific Ref 1
2T EQ0
Software
Moz HAE XEO| HA= Ot 87|58 ArRSI0 52 3 7 [Operation whereby the product is sterilised separately, then filled and packaged using
Ao SME D ZHE = 3™ sterilised containers and closures in critical processing zones.
Aseptic filling £ 50 Ref 11
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Aseptic

techniques and
manipulations

4o
EY]
T
sl
M
0%

siFoz olst O|4E o0& 9T
st 7)Y, BH Afo|o] HE

The manipulation of sterile materials in such a way as to minimize the risk of
microbiological contamination from the environment. These techniques usually involve
eliminating surface to surface contacts (except between sterile surfaces) minimizing the
area exposed and the duration of exposure.

Ref 12

Assay : Content
or Potency

= AlgS oot

AH SO EMstes MUY=

N/A

Ref 17

Authorized

person

2= A E=0] g A=A 2T ME X7t
of el M= S AR E5F SRS St

The person recognized by the national regulatory authority as having the
responsibility for ensuring that each batch of finished product has been manufactured,

tested and approved for release in compliance with the laws and regulations in force in
that country.

Ref 5

Automated
System

om

OfX|7| & tCt.

|>

Term used to cover a broad range of systems, including automated manufacturing
equipment, control systems, automated laboratory systems manufacturing execution
systems and computers running laboratory or manufacturing database systems. The
automated system consists of the hardware, software and network components, together
with the controlled functions and associated documentation. Automated systems are
sometimes referred to as computerised systems.

Ref 1

Barrier

oA
1E

79l 320z FE 27 NY
@ NYBUS T Y+ Y

A physical partition that affords aseptic processing area (ISO 5) protection by partially
separating it from the surrounding area.

Ref 10
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B& == S|
SUSH AIO| 22 4= NZE3™Ho 2 ThY XM EX|AIO] QI8 A XM Z=EIl, 1+ |Batch means a specific quantity of a drug or other material that is intended to have
el 7|&= Lo LEsH 2 MH Y ERZ LA E O &l &FE E= Ot |uniform character and quality, within specified limits, and is produced according to a
2 E8o| Ad™st 2E2kg o|O|stL}. single manufacturing order during the same cycle of manufacture. Ref 3
78 H olLjol AT Ao =2 oMEs EH 3™ = LAY I |A specific quantity of material produced in a process or series of processes so that it is
2 Eoff MAEl EF Ao 22, A5 MAO A0 X L™ BEE9| |expected to be homogeneous within specified limits. In the case of continuous
MALEO| SEEICE HYX| T LT & E= U™ A|ZE SO MALEl |production, a batch may correspond to a defined fraction of the production. The batch Ref 2
Yo 2 FHEICE size can be defined either by a fixed quantity or by the amount produced in a fixed time
interval.
T ZHO|ALL AMHE 7|0iE = Y= HEE 3™ Lo X 2|Z| |A defined quantity of starting material, packaging material or product processed in one
= ESUEN I = HE/ 9 ™o|=l & process or series of processes so that it could be expected to be homogeneous.
Batch,(or Lot) HZECHS, Hik|, 2E B HZO EH CHAE 22517| QIBiA, 1 7He| HiX|E 0j8] ME  |Note To complete certain stages of manufacture, it may be necessary to divide a batch
HiX|Z2 22 2 227 U2 4= ULt O] ME HiX|E2 £BFHCZE &% |into a number of sub batches, which are later brought together to form a final
St1709| A& HIX|E RHE7| QI8HA &4 Bt RICH homogeneous batch. In the case of continuous manufacture, the batch must
O HMZo A2 HiX|lE Ok #AEMES ZAEE = Mo CHQ|Qt |correspond to a defined fraction of the production, characterised by its intended
QX|8HOF stC}. homogeneity.
For control of the finished product, the following definition has been given in Annex 1 of
2tH|o|UE 0| AE|E 2|8l Annex 19| Directive 2001/83/EC as Directive 2001/83/EC as amended by Directive 2003/63/EC: ‘For the control of the Ref 4
amended by Directive 2003/63/EC o] #&2 Ofz{e} ZLCt. finished product, a batch of a proprietary medicinal product comprises all the units of a
M ES 22|57 2510 SE = O|UE St M ELHR= ST XX Z |pharmaceutical form which are made from the same initial mass of material and have
AZ 010 YO H = HYS AKX AL Y B 2AS HEl HE  |undergone a single series of manufacturing operations or a single sterilisation operation
UM EE= S A ZHO A0 €™ AIZE 2 MEE S22 X |or, in the case of a continuous production process, all the units manufactured in a given
St period of time'.
StLtol 378 B Yo 3HOE N2|ste ATt Ao 2 7tFE|= Y |A defi ned quantity of starting material, packaging material, or product processed in a
Heko| S EA, XA = XE. o HiX|E o8] 7| MEHJX|Z |single process or series of processes so that it is expected to be homogeneous. It may
LIS+ LSO CHA| SILER §H X[ BH o 2 @& e StLtC| BiX|E BHE |sometimes be necessary to divide a batch into a number of sub-batches, which are later
Lot U2 5 ULCH AtZ HHO| A0 EH7|o 820 2t HiX| Tt [brought together to form a final homogeneous batch. In the case of terminal sterilization,
7t ZHEICE HE M ZEQ A2 NZTH = o== #E-0 ofsf 2 |[the batch size is determined by the capacity of the autoclave. In continuous manufacture, Ref 5
Hel= 278 Mot 220 AX|SHo{ofF oot M= HHele 2™ AlZE SQt |the batch must correspond to a defi ned fraction of the production, characterized by its
Batch (or Lot) RECH, HiX|, 2E AMALE| QF EE= QA™EFO 2 T 4= QICt intended homogeneity. The batch size can be defi ned either as a fixed quantity or as the
amount produced in a fi xed time interval.
SUB NEBHOR MEE O FRES JIRIE B YW £ N/A
g weict

Ref 15
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Batch Number

(or Lot
Number)

S WiX(EE 2E)2 B 2AL 2
o OlZEE M4 U RE LS ol

A unique combination of numbers, letters, and/or symbols that identifies a batch (or lot)
and from which the production and distribution history can be determined.

HzHz, BiX] 8o, 2E

A distinctive combination of numbers and/or letters which specifically identifies a batch.

Ref 4

ot HIXIE SO0|1H2z FEdts At 8/
EHd, M= 7|EM, §HM SO ®7|8t

A distinctive combination of numbers and/or letters which uniquely identifies
a batch on the labels, its batch records and corresponding certifi cates of analysis, etc.

Ref 5

Aot MECHS 20| theto] Mzae|
o4 TS BAE HS2N 24 25 £E 0
st

Ref 15

Batch records

HZ=7IEAM, JHI"E“’I =]

BN E E= 9+x1|§ | 58 M=Tel Mzet 2EE 25 EM. M=

H: HE 2t M=ol x[SHZ2 F2

o2 Bt

All documents associated with the manufacture of a batch of bulk product or finished
product. They provide a history of each batch of product and of all circumstances
pertinent to the quality of the fi nal product.

Ref 5

Bespoke

AR
o

1 2TARE BE Al7I7| Sl 54
ct

A system produced for a customer, specifically to order, to meet a defined set of user
requirements.

Ref 1

Bespoke/Custo

mized
computerised
system

HEI/AANE HEH

m

Y YUR Z2M 200 A A Hez SAS HARE AL

A computerised system individually designed to suit a specific business process

Ref 20

Bioburden

0=

MBS APIEZEE, SN = APIOH =g 7%'5“0| A
=
T

( S)
DpSLX| AAZALE EY D4 =0 HE EIXI o EO”OE HE

The level and type (e.g. objectionable or not) of micro-organisms that can be present in
raw materials, API starting materials, intermediates or APIs. Bioburden should not be
considered contamination unless the levels have been exceeded or defined objectionable
organisms have been detected.

Ref 2

Mo
Hr

Total number of viable microorganisms on or in pharmaceutical product prior to
sterilisation.

Ref 11




L £ (] o|= N
Yye g g 29 iz EE
DM ES MBS 2EE KWt LEEO A general term for any agent that kills organisms.
Biocide A Ref 13
S5 7|9t 20| MEEX QXIS 7|Et &L}t &N EQsto MEEX 9l |A contained system, such as a fermenter, into which biological agents are introduced
K7L ZSASHALE 7|EF SR 0to| HHE o 2 MBS QIX7t CHE ME2E |along with other materials so as to effect their multiplication or their production of other
) 2T L MAMSHA PtEE= S2f A|AEL HHO|2 M0 ofl= YEX O =2 XH, [substances by reaction with the other materials. Biogenerators are generally fitted with
Biogenerator =X H2f o] T2, A BX £0 X HES 93t &K 7} HAHE 0f UL} devices for regulation, control, connection, material addition and material withdrawal. Ref 4
ol OfF0| A0 SMISHA O|ME, AXE HjLH, LY 7| =2 Micro-organisms, including genetically engineered micro-organisms, cell cultures and
. . EZotshe OjME. endoparasites, whether pathogenic or not.
Biological o
d=(HH) AR} Ref 4
Agents
S| = lstE ™ol H AO|E9 S a8 &0lst7| 2/6t0 & |A population of microorganisms inoculated onto a suitable medium (e.g., solution,
a8t HYX|of HESto] 27| L MASH M X|0f £ 0|42 74K |container or closure) and placed within appropriate sterilizer load locations to determine
S o MK OMES Sz 20| Chat MEto| 2 A3t MABICE 4  the sterilization cycle efficacy of a physical or chemical process. The challenge
B'O|99'Ca| ME(SHY) X| & k= 2EQ| Dt W7t HESH XHBNS| EEE w'8%tCl.  |microorganism is selected based upon its resistance to the given process. Incoming lot D- Ref 10
Indicator value and microbiological count define the quality of the BL
AT EQOO|AMO oo A= (ATh A manifestation of an error in software (a fault).
Bug H Ref 1
XE ZES ZoOIX| 0, B E S CHA I AR E KE Any product which has completed all processing stages up to, but not including, final
packaging.
Ref 4
Bulk Product HIXNZE, €43 §= — — — - - - -
XE ZZE Mot 3 HHAE AR ME Any product that has completed all processing stages up to, but not including, final
packaging.
Ref 5




= =] L2 QoF 212 o=
Yz 2E Hg 22 #e CELL
E™ ASHK £ MK =&Y ZNME FE FE= FX Jts%t #E & [The demonstration that a particular instrument or device produces results within specified
20| ot At H|WSIAS [ MESH =™ HAWAM #8- 7|& O|Lfof| |limits by comparison with those produced by a reference or traceable standard over an
ASE EY = &Y appropriate range of measurements. Ref 2
EY A SHOM, AF717] £ AFAY 2siM BEAZl= g¢f == & [The set of operations which establish, under specified conditions, the relationship
A AZ0 QJSiM EAZE 2t BEE7|7|0AM siHetes L 17‘._| L Al |between values indicated by a measuring instrument or measuring system, or values
o|o] ZHAE HESIE =2 2 8. represented by a material measure, and the corresponding known values of a reference Ref 4
standard.
Calibration ks — = e — — - - — — - -
E™ A oM, AZ7|7] EE= ASAHN oM BAIZl= 4f EE= = |[The set of operations that establish, under specifi ed conditions, the relationship between
A AS oM BAIZE 2t EE7|7|0M sligste L2{Tl gt AF |values indicated by an instrument or system for measuring (especially weighing),
0|9 A E HEste AS2 22 5 Zuto| 5|8 7|=0| A&l [recording, and controlling, or the values represented by a material measure, and the Ref 5
0 Q0{0f BtC}. corresponding known values of a reference standard. Limits for acceptance of the results
of measuring should be established.
AZI|, N™717] = 2| 5A7F LIEHH = 20 #F7|71Q] &4te Hlw N/A
5kl @A S8 HR| WO ASE &S, SBLAHRE HOjL=
42 58 U0 S8 =¥ot= AS Lot Ref 15
HES Q7 7|82 UFAZ|= MES 7o = JY= ZEZM A9 &  |Ability of a process to realise a product that will fulfil the requirements of that product.
Capability of a HIOZNMA SsH IEE SA™ B2 Ho|g 4= UL} (ISO The concept of process capability can also be defined in statistical terms. (ISO 9000:2005)
POy 9T mau~ 53, 3153 (9000:2005) Ref 19
Process
HHRIH| 0| MEl AlM, A|AE, MH| £ ZM0| ¥ek2 O/& 4= Y2 242 |A formal system by which qualified representatives of appropriate disciplines review
2 O ME| L} A HMst HAS HES 5= U= HESH /1Zo] AF  |proposed or actual changes that might affect a validated status of facilities, systems,
=l QHtM A|AHL HA 2|0l EH 2 W2 Ho|MEl AEfE A|AHIO| equipment or processes. The intent is to determine the need for action that would ensure
AR EE A2 EYSIEE o= 250 st Zed2 Z-™st= AO|Lt [that the system is maintained in a validated state.
Ref 1
Change
° W nel
Control
HHRIG| 0| MEl AlM, A|AE, MH| £ ZM0| ¥ak2 O/& 4= Y2 242 |A formal system by which qualified representatives of appropriate disciplines review
2 O AT LE A HMst HAS HES 5= U= HEsH /IZ9] AF  |proposed or actual changes that might affect the validated status of facilities, systems,
=] QUHEM A|AHL BHZA 2|0 S M2 HE|Ho|MEl AEfZ A|AHIO| equipment or processes. The intent is to determine the need for action that would ensure
X EE AE EHEMIPDSEE ol= 250 st ZRMHE A= |and document that the system is maintained in a validated state. Ref 6
Zo|Lt.




L2 Qo = =] -
Yye g g 29 iz SELL]
HZAo| Mot HIL 590, X, AEE et AN 2 dhAl A systematic approach to proposing, evaluating, approving, implementing and reviewing
changes.
Change
9 Wy ojLIK| e Ref 19
Management
OjME AHHE Q3 AFRStE 3ISHEE w = 3lstY =3te A chemical or a mixture of chemicals used to kill microorganisms.
Chemical i
. ot A7 H Ref 13
germicide
O|8Xtet O|ME 290 cHst L™sH =tA 22|7F O] R0 X|H 1 X|¥  |An area with defined environmental control of particulate and microbial contamination,
LHo| G S2O| ¢, &M, SX|E LAaA|7|e WA O Z A|Z38tD Al |constructed and used in such a way as to reduce the introduction, generation and
g3t f9o|Ct. retention of contaminants within the area. Ref 4
0| Xt Ol E 0| Cist Y-St =4 2t2|7F 0|20 X|H O X|Y  |An area with defined environmental control of particulate and microbial contamination,
Liol @& 229 R, Y, FXE ZAaA7|= WA OS2 ASSID Al |constructed and used in such a way as to reduce the introduction, generation, and
8ot F9olCt. retention of contaminants within the area. Ref 5
Clean Area HE1H — — —— — —
SR A OdE0] RYEAL TR AS SHOH 2 =& O] N/A
52 QXI5 L2 Bejsts TS Wit
Ref 15
EUX Y OjdEo HEE 7|&0| AHE 719 An area with defined particle and microbiological cleanliness standards.
Ref 10
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=] = —_—
= = E HxzEd
BYTYol gel+ES Yo S22 TS N/A
Class. of HmMEa Ref 15
Cleanliness
O|FE 0| D|EXI OMEO LEE= As WX|s7] {5t dA, /X[, |A room designed, maintained, and controlled to prevent particle and microbiological
2| 5= EAL o|qTt R YAM 2 X £|ojof st HEst 57| B |contamination of drug products. Such a room is assigned and reproducibly meets an
Clean room PSR L 7|22 X|&XHo 2 atEA|7ICH appropriate air cleanliness classification. Ref 10
HEX Y IHLY ®=x See Clean Area.
Clean Zone HEXY Ref 10
HYFYI SM7Y R0 EXE SA0 28T = U= &Aoo Z A| |An area constructed and operated in such a manner that will achieve the aims of both a
. S5t 25t 14 clean area and a contained area at the same time.
Clean/Containe ol
FE/LH(S2H) TS Ref 4
d Area
MA #E|fo|Me2 5012 J& HEXE S| MH|E MASIH o= X [Cleaning validation is documented evidence that an approved cleaning procedure will
Cleanin 2|0 Motk MEfVF EICt= HE B0 = 22X 3=l S7{0|Ct. provide equipment which is suitable for processing medicinal products.
i
anng M 2] Elo| M Ref 6
Validation
StLt EE= T oMo O|ME2 0| M= MZE HiX|o A= W =0 20| |A microbiological term that describes the formation of a single macroscopic colony after
Colony = StLEO| 20| HMEl HE J7|edte DM EasA 20 TEtdd Y| |the introduction of one or more microorganisms to microbiological growth media. One
Forming Unit E2L Fd o StLE 1 CFUZ H7|3C} colony forming unit is expressed as 1 CFU. Ref 10
(CFU)
MAUMoZ ME3E AT EQ 0, CHASH HAHO| AIRXHE0| 2|8 et [Software commercially available, whose fitness for use is demonstrated by a broad
Commercial of MOo| ASE AZEQH spectrum of users
the shelf A2 AT EQ| 0] Ref 20
software
A0l 7tset 20 - "7|2 T2 80| MY glo| "Hl 7+2 X2+ |Configurable Programs- Stock programs that can be configured to specific user
Commercial qEALO| olsl” EH AFE2XIS| Q70 &HA MEE & £ A= T2 K| [applications by “filling in the blanks”, without (COTS) altering the basic program.
off-the-shelf HNEME = Ref 1

(COTS)




2 (] o|= N
¥z 2g g 2% q= e
M| O|AZEME ZTE X A2 £ U S S TS0, 2H|2|2E  [Component means any ingredient intended for use in the manufacture of a drug product,
Ol &= ArE L= B E S59| MIIES 2o|0|stC} including those that may not appear in such drug product.
Ref 3
Component Az, HE — — — — - - - - - -
IH QA ENME SR X S = U= 2 S ESH0], 2Hx|2|2FE  [Any ingredient intended for use in the manufacture of a drug product, including those
Of HIZ=Of| ArBE|l= B E 79 H7IE2 2lO|strt. that may not appear in the final drug product.
Ref 10
M| oA ES MASLY| Q5t0 HE JAROIAES CHE HIF /A= |A process wherein bulk drug substance is combined with another bulk drug substance
E S/ = olLf O] Ao BN F et At 3™ and/or one or more excipients to produce a drug product.
Compounding by gt Ref 11
AREEA|AHO| LT MH| HEES USICL 0| A2 SN2 EK| Various pieces of equipment in the computer system, including the central processing
Computer (CPU), =2If, 2 &, 22}23 &= CHE 23 MH|E Zghsic unit, the printer, the modem, the cathode ray tube (CRT), and other related apparatus.
P HEE st=gof Ref 1
Hardware
HAEEH SIEQ0] 218924 ATEQO 20 ey AHE 4= Q! [Computer hardware components assembled to perform in conjunction with a set of
EE PMEICL O|A2 MHACR EX 7|5 Ee 7|59 OES MY [software programs, which are collectively designed to perform a specific function or
a4 Q2 MAHE ZHo|Ch group of functions. Ref 1
Computer
P HEH A2Y — — : ‘
System EJ 7 = 2™ OE9 7|2 =dst7| flsl A =& &= & |A group of hardware components and associated software, designed and assembled to
oo 4 258 3 23H AZTEQY perform a specific function or group of functions.
Ref 2
HEE A|AHIY S Q3 H§of 7| 50| EsfEl Z40|Ct A computer system plus the controlled function that it operates.
Ref 1
Computerised HEE B A|AE QEMO|H, M7| 3™ U XI5 HO| E= 7|22 QI8 AFRE MEO| |A system including the input of data, electronic processing and the output of information
System EHg TLotst= A|AH to be used either for reporting or automatic control. Ref 4
HAEH AMAHD SotEl 3™ L= &Y. A process or operation integrated with a computer system.
Ref 2
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Concurrent
Validation

SAIH d|H ol
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Validation carried out during routine production of products intended for sale.

Configuration

o 2@

The documented physical and functional characteristics of a particular item, or system,
e.g. software, computerised system, hardware, firmware and operating system. A change
converts one configuration into a new one.

Configuration
Management

2384 &l

The process of identifying and defining the configuration items in a system, controlling
the release and change of these items throughout the system life cycle, recording and
reporting the status of configuration items and change requests, and verifying the
completeness and correctness of configuration items.

Consignment
(or delivery)

The quantity of a pharmaceutical(s), made by one manufacturer and supplied at one time
in response to a particular request or order. A consignment may comprise one or more
packages or containers and may include material belonging to more than one batch.

Contained Area

EEWETT=E
3t AK|oh ofnt Mu| RH)o=

An area constructed and operated in such a manner (and equipped with appropriate air
handling and filtration) so as to prevent contamination of the external environment by
biological agents from within the area.

Containment
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The action of confining a biological agent or other entity within a defined space.

Primary containment: A system of containment which prevents the escape of a biological
agent into the immediate working environment. It involves the use of closed containers
or safety biological cabinets along with secure operating procedures.

Secondary containment: A system of containment which prevents the escape of a
biological agent into the external environment or into other working areas. It involves the
use of rooms with specially designed air handling, the existence of airlocks and/or
sterilisers for the exit of materials and secure operating procedures. In many cases it may
add to the effectiveness of primary containment.
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Contamination

The undesired introduction of impurities of a chemical or microbiological nature, or of
foreign matter, into or onto a raw material, intermediate, or API during production,
sampling, packaging or repackaging, storage or transport.

The undesired introduction of impurities of a chemical or microbiological nature, or of
foreign matter, into or on to a starting material or intermediate during production,
sampling, packaging or repackaging, storage or transport.

Ref 5

Improvement

& 744

Recurring activity to increase the ability to fulfil requirements. (ISO 9000:2005)

Ref 19

Contol Number

N/A

Ref 15

2eles
S EPR| = At

AMELME A M= 2o

A manufacturer performing some aspect of manufacturing on behalf of the original
manufacturer.

Ref 2
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A planned set of controls, derived from current product and process understanding that
ensures process performance and product quality. The controls can include parameters
and attributes related to drug substance and drug product materials and components,
facility and equipment operating conditions, in-process controls, finished product
specifications, and the associated methods and frequency of monitoring and control.

Ref 18
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A planned set of controls, derived from current product and process understanding, that
assures process performance and product quality. The controls can include parameters
and attributes related to drug substance and drug product materials and components,
facility and equipment operating conditions, in-process controls, finished product
specifications, and the associated methods and frequency of monitoring and control.

Ref 19




L £ (] o|= N
Yz 2E Hg 22 a4z LT
HIHOl 2Helo| Q(3E 7= 2k YT DRI QAR 0| |An area constructed and operated in such a manner that some attempt is made to
Ch)t MEA (Ao U= S7|H)o] CHSt o 7| X| 23t =2 Qs /& |control the introduction of potential contamination (an air supply approximating to grade
2 EXS7| {8t =stn 2EE= Y. D may be appropriate), and the consequences of accidental release of living organisms.
Controlled Il e EX =2 7|42 EME BtEE £ QO{0f BtCt AT EMF Y [The level of control exercised should reflect the nature of the organism employed in the Ref 4
Area 2 28 AL SYoZE QX|L|0jof sl1, A% HQ 2HEALT  [process. At a minimum, the area should be maintained at a pressure negative to the
SO =2 K| 73| OF $tCt. immediate external environment and allow for the efficient removal of small quantities of
airborne contaminants.
X2 BEXet Mot £= J|Ef HHERISEK] 42 Aztol 21018 M| 7{38}7| |Action to eliminate the cause of a detected non-conformity or other undesirable
Corrective 2T ZX|. F=AIE TR = MY HXE Qo Ao|H, of| =X|= &M [situation. NOTE: Corrective action is taken to prevent recurrence whereas preventive
Action SESESN A N ESPN HtX| 2 2|3+ Z{0|Ct. (ISO 9000:2005) action is taken to prevent occurrence. (ISO 9000:2005) Ref 19
APIZ} 70| 235t & o17| Qs AP ™=l 7|& # 2| O|LHO| A & |Describes a process step, process condition, test requirement, or other relevant parameter
2|Z|0{0F St 5™ CHA|, 3™ =AU, Al 7|8, =& 7|Ef 23 B4 £ |or item that must be controlled within predetermined criteria to ensure that the API
Critical s87%t = =28 XSt 5. meets its specification. Ref 2
D3 EAO BEAME QX|5H7| I8 MA = 27t An area designed to maintain sterility of sterile materials.
27 HE, 87|, 0 & &H| 50| O] UM =EE 4 ULt Sterilized product, containers, closures, and equipment may be exposed in critical areas.
Critical Area 8 719 Ref 10
O|ofZ o] =X HAIE QUi 4= 9l X|Xx2H =Y An operation in the manufacturing process that may cause variation in the quality of the
L. harmaceutical product.
Critical —~ P P
, 58 ZEHE) Ref 5
operation
Mol 220 &2 0|X|= 38 E& 7|4 - HH|E LDiCt N/A
Critical Process| 5238 £= 58 7|4
. . Ref 15
or equipment A H|
HESO0| LMsIH sial ZE EM 940 P2 TO2 20| Ysl=  |A process parameter whose variability has an impact on a critical quality attribute and
Critical Process EANS MMSIEE 17| Q8 ZL|E = 22|80 o= 2 B therefore should be monitored or controlled to ensure the process produces the desired
iti
8 38 B quality. Ref 18
Parameter




ol
= 2g e 2o g EL L
Qo= ME EXEE2 EHOHY| ol MEsH ote, He, == 2% 0| |A physical, chemical, biological or microbiological property or characteristic that should
Critical Quality of QLojof st=, S2|H, statd, MESHA, L= 0|4 E5tA EZO|LL £ |be within an appropriate limit, range, or distribution to ensure the desired product
Attribute 8 52 54 A quality. Ref 18
BZHE E= HE2 87| L= Op7fof RFHo R S FHLE ®Z [Surfaces that may come into contact with or directly affect a sterilized product or its
QA BEH F2 BHS MY AR M 27 MEfO|0{OF 8t0H, 3 |[containers or closures. Critical surfaces are rendered sterile prior to the start of the
Critical surfaces 8 B2H LHLY 224 0| S X| | 0fOF BtLCT. manufacturing operation, and sterility is maintained throughout processing. Ref 10
EiME /8 T NE MS 2HO| 240 &&= 27 38 &2 |Zone within the Aseptic Processing Area where sterile product, product components or
o U5 Y product contact surfaces are exposed to the environment.
Critical zone 8 X4 Ref 12
OfH RAXXHLE M ZO| CHE AKX L HEO 2EE[= A. Contamination of a material or of a product with another material or product.
Ref 4
Cross Of® RAXXHLE M ZO| CHE /XYL HEO 2EE[= A. Contamination of a material or product with another material or product.
Contamination Ref 2
ey
(Cross- — — — - — - — -
Contamination) AAFZ0|| OffH SLUSE, BN E = 2H|Z0| CHE SLESHO0|LL M| [Contamination of a starting material, intermediate product or fi nished product with
Z0| 2YYxl= A. another starting material or product during production.
Ref 5
FOT 220 EXM O|MEQ| JiM=7t 121, T 90HME ZASH= |The time (in minutes) of exposure at a given temperature that causes a one-log or 90
O Z22l= =& ANZHER: &) percent reduction in the population of a specific microorganism.
D value D %t Ref 10
O|ME|= Astof Cist X Z2H0l, &M, =™d8t= HX} The process of locating, analysing, and correcting suspected faults.
Debugging
LB (FEST) Ref 1
(IEEE) (=} T o




L £ (] o|= N
Yye g g 29 iz EE
MAst ZE& 2(A3 22| ZHE HAIO| Y2 &= e Hstut 5HES ZE [Person(s) with the competence and authority to make appropriate and timely quality risk
Decisi = X management decisions.
ecision
ZA% *HOIx} Ref 14
Maker(s) =e =
EZXE HAHE 5= Us st 22 S AFESH0 HIO|2 HES M 7{St= |A process that eliminates viable bioburden via use of sporicidal chemical agents.
i)
Ref 10
Decontaminati SR
on ° OMES HAHSIHL AfESHE B E IPH. Q65 ststE R T BAF 2 |Any process for removing and/or killing microorganisms. The same term is also used for
A2 HH Ee 535l AN SUSH 20 E AFESHCL. removing or neutralizing hazardous chemicals and radioactive materials.
Ref 13
2o SE2(0. LiEsA)Q by =& XA Al AFRSH= b A process used to destroy or remove pyrogens (e.g., endotoxin).
Depyrogenatio | 424 =2 M A, E®ulo|2
pyrog 4 d=EHMA, Entol Ref 10
n M
A, A|AH], MH|o| MAoto] 2X 0 Metehs 201810l A3t  |The documented verification that the proposed design of the facilities, systems and
ot "Xt equipment is suitable for the intended purpose.
Ref 6
Design
ualification MAXMAMLTEHT
! (0Q) SARRCEN G5 ge =L Axae] 540 els e SH0l NuUAE A5 N/A
=Agtols AS 2otk
Ref 17
EX HZ0o| ATMo| BHE Y Haot £ Ha(0], 22 £ 8 |The multidimensional combination and interaction of input variables (e.g., material
)| CHAFRIA Zotar A AHE. C|XHQI AH|O|A QHOA{ Q| M2 A |attributes) and process parameters that have been demonstrated to provide assurance of
OZ ZtFE|X| &=Lt Xl AL0|AE HOLIE A2 HASZ ZtF |quality. Working within the design space is not considered as a change. Movement out of
O QMo = A 7|30 HE AMEHS slof ot Xl AHW|O|A  [the design space is considered to be a change and would normally initiate a regulatory Ref 18
= MAEAN T HotstH A 7| 2o Bt 5018 Bh=C} post approval change process. Design space is proposed by the applicant and is subject
. CIXel Amo| 2, EA & to regulatory assessment and approval.
Design Space %2l “Oql 24 S 9 ry PP
c
EXES B35 AOZE ZTYE T2 MA Hpot £ #H(0f, 28 £ [The multidimensional combination and interaction of input variables (e.g., material
M)o| CHAHYIA ¢t 9l Al &2 attributes) and process parameters that have been demonstrated to provide assurance of
quality. Ref 19




L £ (] o|= N
Yz 2E Hg 22 a4z ELL
28l QA9 EXYLE AMA S A AL A™HSHE 52, The ability to discover or determine the existence, presence, or fact of a hazard.
Detectability d4E5Y Ref 14
AX B0 EXste 2MUMESEHO HE 7ttt 2A%S UDICL N/A
Detection Limit e Ref 17
ZOIE| X|A| AFS} e 2R 7|0 A BOjLb= AbSt Departure from an approved instruction or established standard.
Ref 2
Deviation ol Er — — =
Nz E= SEE2| IPE0AM O)2] HstoX 7|&S HojLt O|FOo{ Tl A N/A
gz
Ref 15
O ES AHESHY| R At83t= et E & stetad =222 B |A chemical or mixture of chemicals used to kill microorganisms, but not necessarily
EAl ZXHE MAHSHE A2 OfL|CH =2 EH = Ar=2| 0| EZ2 & |spores. Disinfectants are usually applied to inanimate surfaces or objects.
Disinfectant AEO AEH| 0|7| Q8 AtEstCt. Ref 13
HHO| HIO|QHES OHMTt 2F 0 2 UAAZ|AHLE HAHSt= 1HH. O] |Process by which surface bioburden is reduced to a safe level or eliminated. Some
ME FHO2 07 e AEXME QD M H T ZXE 0™ |disinfection agents are effective only against vegetative microbes, while others possess
O A= 271X 50| = A=HE QUCH additional capability to effectively kill bacterial and fungal spores. Ref 10
Disinfection rE — — — — - - — - -
OdE2S AMEsl= 22|18 £ otety B o 2 HIEA| XIS M| 7Sl |A physical or chemical means of killing microorganisms, but not
X|l= ¥=Ct necessarily spores.
Ref 13




L £ (] o|= N
Yye g g 29 iz EE
"o|9FE"0|2t ChE 2 =2l o StLtof siF St 252 otht N/A
7t ChEFRIm R (RS0 H B §8 B 20| ot A
LE ALROIL} S22 2 E TEHXZ2-ZH-HA L= oy 580z
AN-ESte 88 T 717714 E= X7t ot A
- Ch AFRHOILE S 80| REQ} 71550 Qf2IsHN () F%E T 2
DI’Ug o O—Fﬁ o Q*L DI X o X} L] Ref 16
CZ ME%t= 28 T 77 = EXIZt ot A
A|EEo =z X[Fo| 2l 27|10 ZXE HH. The dosage form in the final immediate packaging intended for marketing.
Ref 2
Drug Product,
Medicinal St oIS, MIA|, A [2AHo|At=o|z HA, e, AN S LutMoZ(HIEA| O Z& Of [Drug productmeans a finished dosage form, for example, tablet, capsule, solution, etc.,
Product LChH |2 20 2ot S HE2S Zastes X3 MY 2 o|o|stLt. |that contains an active drug ingredient generally, but not necessarily, in association with
oA EL 2 HMES ZESIX| UOLL A ZE A= %|F X |inactive ingredients. The term also includes a finished dosage form that does not contain Ref 3
AHZ2 matotct an active ingredient but is intended to be used as a placebo.
2 JE(AP) BZ See Active Pharmaceutical Ingredient
Drug ° =
QI o|orZ Ref 2
Substance =
UL Ol MA = SO HEAE 2R HHE ZHE Conditions relating to clean area classification under conditions of normal production.
Dynamic Y e Ref 10
£ HO|H Yol 590, 517} == HB 2 2|0|ste EH9 =7| MY |An electronic measure that can be substituted for a handwritten signature or initials for
e A MHE CHHE 5= U MAHAEQI giEg DsiCt (9| "MEH  |the purpose of signifying approval, authorisation or verification of specific data entries.
MR Y S EXBHC} See also definition for ‘Advanced Electronic Signature’, above. Ref 1
1999/93/EC states: XA H'2 MAIX O HAIO| O|O|EE 2|0|SHCL O [1999/93/EC states: ‘electronic signature’ means data in electronic form which are attached
Electronic Ae CtE2 ™AL HO|EQt HEZ|AHL =24 HEk=l Zd0|Ct =3 0| |to or logically associated with other electronic data and which serve as a method of
Signature MY S Azo| HHo 2 ALREICE authentication. (See also ‘Advanced Electronic Signature’) Ref 1
21 CFR OtE 11: 74Q19| £=7| MBt SS3t HAN AEHZ ZH=, 71 Q10| |21 CFR Partll defines this as: The computer data compilation of any symbol or series of
ZhAf, K, QIT}E APRl fele Qo] ARloZ O|R20{ Rl ZEE HI0|E| [symbols executed, adopted, or authorised by an individual to be the legally binding
HA=ZZ o|0|stCt. equivalent of the individual's hand-written signature. Ref 1
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QutM o Z Ofo|3AZ T Z M[A{Lt PLC 7|8t A|AEITF ZH0] Xt-E3} A H| Q| |A system, usually microprocessor or PLC based, whose sole purpose is to control a
EH BEO| MoOj7t RS SX Ol A|AHIS USICt 0|H2 S2A™ A |particular piece of automated equipment. This is contrasted with a standalone computer
o A|AEIDF O xR EICH system.
Embedded el A A FH AL oY ¥ Y Ref 1
System
S5 24 2 KIots B E2 ZENA A tool or process which provides the means to achieve an objective.
Enabler EX Q@ Ref 19
BHE||2|Of MZE Hof X5t W SE(Of: X|ZACHEF). A=EXO0| |A pyrogenic product (e.g., lipopolysaccharide) present in the bacterial cell wall. Endotoxin
E0{7t FAIE A2 SR L ARE AIYO| O|2& B2 LIEFY 4= [can lead to reactions in patients receiving injections ranging from fever to death.
| Uss, Az, ErL U
Endotoxin =4 Ref 10
3730 M= Fof cigt YaAol o)X} Sl 0|dE ELEZ S 7|&3| [Defined documented programme which describes the routine particulate and
Environmental I XK =38 XSRS I AH =X E ZeStE 2ASIEl E T |microbiological monitoring of processing and manufacturing areas, and includes a
Vi
o - _ 2O corrective action plan when action levels are exceeded.
monitoring sStFADL 22Oy = P Ref 11
programme
QHIMOoZ 2P A|AHS| UL Z CHE HEH ZZOHUO| Mg EX |A computer program, usually part of the operating system, that controls the execution of
Sl HO|H N2| A|lAH LY R SEE EXSts AFH =Z20H other computer programs and regulates the flow of work in a data processing system.
Executive T
Al iz 2y Ref 1
Program
APIO| £7|/at0| B7|=l LXtZ, O] LXK = s APIE X|H =71 |The date placed on the container/labels of an API designating the time during which the
oM 225G S M MEE 27|72 72 #He o|Liel EZ0| X2 |APlis expected to remain within established shelf life specifications if stored under
Expiry Date (or ZOo2 O AE|H, O UXE UL mjof= AR SEX| Zofof ShCt. defined conditions, and after which it should not be used.
Expiration sa7|8 AHE 7|2t Ref 2

Date)




ol -
Yz 2E a4z ELL
e TEMHA EE AA-O ALl FoF0 ot O ZZ M ALE Al [Feedback: The modification or control of a process or system by its results or effects.
AHIO| HY = 2tE| Feedforward: The modification or control of a process using its anticipated results or
LEZEQC: TZNAQ| of & ALt k2 &2 TZ N AQ| HY L |effects. (Oxford Dictionary of English. Oxford University Press; 2003)
Feedback / £ 2t2|. (Oxford Dictionary of English. Oxford University Press; 2003) |Feedback/ feedforward can be applied technically in process control strategies and
Feedforward DEM/OERE (mew/mexes oF e Mo 7|e8oz MEstn, B #2| [conceptually in quality management. Ref 19
of HEHo= Mg 4 QUct
= |} Z0o|7F & ATk 3H| oA 2 O|EX} @Y EAE o|O|stC} Fibermeans any particulate contaminant with a length at least three times greater than its
width.
Fiber SRS Ref 3
XE 27|20 ZHES ZTESI0 MAMO| IE CHAE HEl Of=E, A medicinal product which has undergone all stages of production, including packaging
in its final container.
Ref 4
XE 27|02 =H AfAn} ot 2AS TSI ZE N X A E A |A finished dosage form that has undergone all stages of manufacture, including
Finished Xl 2tx| o= packaging in its fi nal container and labelling.
2N EZ EEHE Ref 5
Product
ol%E MZOA RE MEBH0| ¥RE ARIYE E& 2AXoI}E N/A
2 Zotrt
Ref 15
EPROMI} 20|, StEQ0] 2 X0 HHOZ O|AEl AT EQO TZ1 |A software program permanently recorded in a hardware device, such as an EPROM. (3)
2SS arsiCt (Note: EPROM stands for ‘Erasable Programmable Read Only Memory’)
Firmware o] (EPROM= ‘Erasable Programmable Read Only Memory') Ref 1
HAEE At A|AHIO| MSHS|Of St= 7|50 2o M=ot LHSA Statements that describe functions a computer-related system must be capable of
. performing.
Functional N
7188 27 Ref 1

Requirements
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Functional
Specifications

7ls AN

Statements of how the computerised system will satisfy functional requirements of the
computer-related system.

Functional
Testing

7|5 Ald

A process for verifying that software, a system, or a system component performs its
intended functions.

Ref 1

Gang-printed
labeling

I RERHO A Fef 2l 2t

Gang-printed labeling means labeling derived from a sheet of material on which more
than one item of labeling is printed.

Ref 3

Good
Manufacturing
Practice for
Medicinal
Products (GMP)
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1.2 Good Manufacturing Practice is that part of Quality Assurance which ensures that
products are consistently produced and controlled to the quality standards appropriate to
their intended use and as required by the Marketing Authorisation or product
specification.

Good Manufacturing Practice is concerned with both production and quality control.

Ref 9

Gowning
Qualification

ol M= % Bue
7F
232 A8 HANYI

A program that establishes, both initially and on a periodic basis, the capability of an
individual to don the complete sterile gown in an aseptic manner.

Ref 10

Growth
promotion test

HIX| & 5l

Test performed to demonstrate that media will support microbial growth.

Ref 11

Half-Finished
Product

BHM =

§ M0f 2HZ0|

N/A

Ref 15




rdo
Mo

L 28 SELL
Hardware SIEQIO HX|E2| BE 2 SHE HAESHH &3 B2t 50l B2 [Statements for the testing of all key aspects of hardware installation to assure adherence
Acceptance AA 7|=0| BatsteX| =Qlstn HE 7|3 AXE He ALKt 2 |to appropriate codes and approved design intentions and that the recommendations of
TZst SIEQIO] 312 AlY FAM|PSHE AFSHS MEHSIA D2{sI0] HIH =X &015}7| st 2 A the regulated user have been suitably considered. Ref 1
Specification
AT EQINE HX|St= S0 XA o Chot et O St=0{E Ct |Description of the hardware on which the software resides and how it is to be connected
Hardware E A|AHIO|L} MH|QF HZASI= U E J|&3t 2A. to any system or equipment.
Design StEQI0l HA AN Ref 1
Specification
HE S E=ZE8Y MAMZE Qlgl dhilst = Q= g &S Zost A [Damage to health, including the damage that can occur from loss of product quality or
2. availability.
Harm off, 2l Ref 14
2o EA™ 0l The potential source of harm
Hazard Asias Ref 14
XA 03 um YUXE 99.97% HAY £ &= BAE X|H 1 &8 O/8 [High efficiency particulate air filter with minimum 0.3 pm particle retaining efficiency of
_ A 27| TH. 99.97 percent.
HEPA filt HEPAZIE, 1850 Exta e e i Ref 10
ilter _ _ e
71™E, 1458728
X™Ee 37|09 D|EX &S XHE HMEDE HAHE = JEZE C|Xt [Retentive matrix designed to remove a defined percentage of particulate matter of a
High efficienc _ Ol=l St™O| OjEEIA defined size.
oh efficlency | epamey, nagsojgxpg| 28 SHHA HES
particulate air J|=E, TASZ7| L Ref 11
, 138s
(HEPA) filter = ceerl=
ek 37| 9l 27| X354 Heating, ventilation, and air conditioning.
HVAC 2I| ZEEHA| Ref 10, 11




ol 3 -
= 2 g EL L
a8 5 240 N/A
Identification 101 4|3 Ref 17
Test
= APIO| &X|35t= Hf2HEISHK| Any component present in the intermediate or API that is not the desired entity.
Impurity == Ref 2
S MY A description of the identified and unidentified impurities present in an APL
Impurity Profile =Erso2d Ref 2
2 0|29 ZE R E olO|3tC}. Inactive ingredient means any component other than anactive ingredient.
Inactive
. . Ref 3
ingredient
Industrial Oto|& 20| = O/ Z0| &2|Z|= HES [Industrial isolators used for aseptic processing are isolators in which the internal space
isolators used COME HAH &0 ! and exposed surfaces are microbiologically controlled. Control is achieved by the use of
for aseptic 2)e £l 25 microbiologically retentive filters, sterilization processes, sporicidal processes (usually by Ref 12
F.) gassing) and prevention of recontamination from the external environment.
processing.
M2 7|=0|L) 8 The introduction of new technologies or methodologies.
Innovation A Ref 19
oo ZLEHE Q8 =dlst Checks performed during production in order to monitor and if necessary to adjust the
o] HIZEo| A0 MetsHX| process to ensure that the product conforms its specification. The control of the
environment or equipment may also be regarded as a part of in-process control. Ref 4
In-Process St SOt L EE QsiA "= Checks performed during production in order to monitor and, if necessary, to adjust the
Control(or o Ol M=o FZ0| Mtk process to ensure that the product conforms to its specifi cations. The control of the
Process H|o] Hloj= 2 HALQ| environment or equipment may also be regarded as a part of in-process control. Ref 5
Control)

Checks performed during production in order to monitor and, if appropriate, to adjust
the process and/or to ensure that the intermediate or API conforms to its specifications.

Ref 2
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= 2g g EL L
O|tE N=E Qloll MAE|D Ol ol AHEEl= A2, &, HiE, = |In-process material means any material fabricated, compounded, blended, or derived by
of, L= sk HtE Qo Ao 2 MAE| B E S&ES o|0|stCt chemical reaction that is produced for, and used in, the preparation of the drug product.
In-process | SU=E, 3E S USE
. Ref 3
material =
AX| = HEE AEO| A|M, A|AH], MB|7I £O1E MAH M % X = [The documented verification that the facilities, systems and equipment, as installed or
AKX o] H Atety HetehE 201610 2 M3} o= HXt modified, comply with the approved design and the manufacturer's recommendations.
Installation Ref 6
Qualification AXHAHEt
Q)
714, 28] == A|2"0] 2FE 7|20l A 2REJA=XE AFHANM N/A
A3t 2Metst= AS Eotht Ref 17
AlAE FMAol E0| b2 E MK 2AZEQ O QAL SFEY 0 24, |An orderly progression of testing in which software elements, hardware elements, or both
i = = AE XAK™HO Z45HS AEJSIL: St i 1 i 1
Integration QAN A[E], EBIA[S TEO F QAE XMoo 2 AStst] HAESHE &5, are combined and tested until the entire system has been integrated. Ref 1
testing
LE A" 7|58 He2 =olg SHoR $£alst= Al Test to determine the functional performance of a filter system.
Integrity test AFMHAH Ref 11
CI2 AAHE 2H2A MSEE SlALE EAMFHFL A 0| M)st7| I8l  |A shared boundary. To interact or communicate with another system component.
3RE ¥
Interface QIE{H| O] A Ref 1
APl 3 CHA F0| MAE|= HOZ APIVE & 7| M FI1H QI X135t |A material produced during steps of the processing of an API that undergoes further
= GNE HAMoOF st 22, SUA = 222 =& O™X| U2 =& [molecular change or purification before it becomes an APL Intermediates may or may not
ULt be isolated. (Note: this Guide only addresses those intermediates produced after the
i =7 . . . . .
Intermediate S7HA| point that the company has defined as the point at which the production of the API Ref 2
begins.)
S dHAU0IM 242 M2 CHE Y, A™EX} 7|7 E= YH 2 N/A
0|835t0] 2M ASSI0] P2 EXZIE AL0|Q] 2HAS QT
deddl 24 Ref 17

Precision
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H3 MEO0| £|7| YSHME F7t M= THAHE HMOF st E2HMOZE  |Partly processed material which must undergo further manufacturing steps before it
tE HMelE 25 becomes a bulk product. Ref 4
Intermediate 7 E, BRI E H3 MEO0| £|7| YSHME F7t M= THAE HHMOF st B2 F  |Partly processed product that must undergo further manufacturing steps before it
Product 712 HElE 22 becomes a bulk product.
Ref 5
=Q FYOAM HMSe 27 = s S AUsHCt An aseptic manipulation or activity that occurs at the critical area.
Intervention 2t Ref 10
HHESSZ 1000SO5) e O 52 50| Y 37|82 33HE= 20| |A decontaminated unit, supplied with Class 100 (ISO 5) or higher air quality, that provides
HAHE= &KX =2, ofo|& E|O|E1 HEE= 2=t 0:H H™A 57| Y Juncompromised, continuous isolation of its interior from the external environment (e.g.,
Ao 2 EE LHEE OtNstD X|&2X o2 ZAg|A|ZICH surrounding clean room air and personnel).
Ol0| &80l = AAH & S/7E L= = ULt There are two major types of isolators:
HA|E OIO| & 0|E A|AHIS FHIZAOE AZAR I TEE AMRSIX| |Closed isolator systems exclude external contamination from the isolator's interior by
AN DH AAS ES| Ex HH|Z XX E O|SA|ZA2ZM 00|£8|0| [accomplishing material transfer via aseptic connection to auxiliary equipment, rather than
Isolator 0}o|&8|0|H B W27t F 240 =E&|X| Y= E siCt. use of openings to the surrounding environment. Closed systems remain sealed Ref 10
7Hets OlO|&8|0|H A|AHIL X = SiLL O|Ao| 7§ L EE E8| XX [throughout operations.
E d&NMoZ F=HaENMoz Q@ Ql/it = =L 2 M =ICt Open isolator systems are designed to allow for the continuous or semi-continuous
HNTAEE E 2ERI0| of0|&20|H L2 SUEX] UA=E MA (0f: A |ingress and/or egress of materials during operations through one or more openings.
=X0| NS AFRSHY)EICE Openings are engineered (e.g., using continuous overpressure) to exclude the entry of
external contamination into the isolator.
O{EC|AHO|MO| 7|52 T = ULE S|F = SIEY O 8 AZEQ| |The hardware and software such as networking software and operation
T (RGN A, HEXZ ATEQ N 5) systems, which makes it possible for the application to function
IT 7|t Ref 20
Infrastructure
HE METZMA, JEe 2HE YEo 8, 24, B3 FEE ¢ [Systematic approach to acquiring, analysing, storing, and disseminating information
SENAA H2 dhAL related to products, manufacturing processes and components.
Knowledge 5
XAl 2g| Ref 19
Management
XM HIEO| AR HEE EEE ANt £ E 1 EHHo|H n airflow moving in a single direction and in parallel layers at constant velocity from the
ZM HIEO| A|REEH BEEIK| ™S £ E 71X D HEMO|HA [A fl g gle direct d in parallel lay t tant velocity f th
st disto 2 0|55t 27|88 beginning to the end of a straight line vector.
Laminar flow 55 Ref 10
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XE MY 17 7] S0 2F0] 100mL O| A Q1 FTAIE 27 X Sterile solutions intended for parenteral application with a volume of 100 ml or more in
Larae-volume one container of the fi nished dosage form.
g ChS T AL Ref 5

parenterals

These are regarded as systems that have been established and in use for some

Legacy 2 7tX| O|R & Qlsj| A|AHIO 7Hdt Sl ZHO| MY = 2| & |considerable time. For a variety of reasons, they may be generally characterised by lack of
Computerised | 7|E AFEI A|AH> [ 2 2AQF 7| 2M7F MASHA FH|E|0f YX| Lt £3F @8 Mo |adequate GMP compliance related documentation and records pertaining to the Ref 1
Systems FE=EQ7| 20| A|AH HHE|HO|M 2H 7|22 QUS 4= ULCH development and commissioning stage of the system. Additionally, because of their age
there may be no records of a formal approach to validation of the system.
X7 QFALEEE T 7|7HX| Q] AM|AEID Bt E B E CHA(MA, 124, |All phases in the life of the system from initial requirements until retirement including
Z22)9, HAE, X, Y, SX| &%) design, specification, programming, testing, installation, operation, and maintenance.
Ref 20
Life cycle 2to|z= Ato|E, HE+Y — — —— - - — - -
X7 JWLEE THOHE HNH ME ST O|2= ot HE2| LMol Z%l |All phases in the life of a product from the initial development through marketing until
2 E EHA(ICH Q8). the product’s discontinuation
Ref 18
AEX QAR 212 AR 2, AA|, £, MY, AFEX} ®2|H[0] |An approach to computer system development that begins with (PMA CSVC)
_ )\1 _T'_|-E =] OX /\ij _7‘<__7F_X'|O )\ﬁEﬂg APA ™ ARKE|J i ifi 1 4 i 1 T i i
Life Cycle ato|= Apo|2 7w, y= [O | = I_E—,—E aPSIEAES ﬁ_d_i |AEIO] AAM AFR ZCHt |denF|flcaF|on of the Lfser.s requirements, con.tlnues through design, integration, .
Concept ~ot 7hy X0 O|2= AHFH A|AH Jidof cHst M2 ™ qualification, user validation, control and maintenance, and ends only when commercial Ref 1
Te s use of the system is discontinued.
Hyurdol A HRo U= AN T BMUMSEHY ¥ (E 55)0 N/A
Linearity MM CiSto] ZMAQl £ S ol = s sHS sttt Ref 17
HAHO ZH2: 3 &3 StoM M2 LM HHZ =XHst= 7t |Those which, at the normal filling temperature and pressure, remain as a liquid in the
Liquifiable N o cylinder.
‘ SIS ’ Ref 4
Gases
U/Ee FZ HEfE Z27Hsts A +HE =T0f i &0l Checking the installed combination of elements characterising each type of input/output
loop.
Loop Testing R ANY A Ref 1
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Lot
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See Batch

Lot means a batch, or a specific identified portion of a batch, having uniform character
and quality within specified limits; or, in the case of a drug product produced by
continuous process, it is a specific identified amount produced in a unit of time or
guantity in a manner that assures its having uniform character and quality within
specified limits.

Ref 3

Lot Number

rE

for
é
o
rc
for

See Batch Number

Ref 2

Lot number,
control
number, or
batch number

b =% 7128
[Et RIS M=, 7+, =

4 N

Lot number, control number, or batch number means any distinctive combination of
letters, numbers, or symbols, or any combination of them, from which the complete
history of the manufacture, processing, packing, holding, and distribution of a batch or
lot of drug product or other material can be determined.

Ref 3

Manifold

Ch) 2

174 o|¢e| 7t~ 8718 SAl0 Bl BH

—
£ RK|.

Ju
nx
rn
1

30

Equipment or apparatus designed to enable one or more gas containers to be filled
simultaneously from the same source.

Ref 4

Manufacture

=

All operations of receipt of materials, production, packaging, repackaging, labelling,
relabelling, quality control, release, storage, and distribution of APIs and related controls.

Ref 2

i

All operations of purchase of materials and products, Production, Quality Control, release,
storage, distribution of medicinal products and the related controls.

Ref 4

== H
o e Ay

All operations of purchase of materials and products, production, quality
control (QC), release, storage and distribution of pharmaceutical products, and the related
controls.

Ref 5
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IOl ES| MZE, 7t5, =X Ee Ea2 A 2bH, AlFat 26829 [Manufacture, processing, packing, or holding of a drug product includes packaging and
Manufacture, ok Oo| EXAZ|E EEHSHL] labeling operations, testing, and quality control of drug products.
rocessing, — _
o |clotgel MIE, 7t8, £, ef 3
pac.lng, or Co b e
holding of a
drug product
Article 40 of Directive 2001/83/EC1.0{| AZ =l XM= TS 7tX|2 Q&= |Holder of a Manufacturing Authorisation as described in Article 40 of Directive
X} 2001/83/EC1.
Ref 4
Manufacturer NZEY, =YXt O|OFEO| MAL R MZ, 2hl 2, X2t 2 Sof XAZ =3; |A company that carries out operations such as production, packaging, repackaging,
5= 3| AF labelling and relabelling of pharmaceuticals.
Ref 5
Marketi O|FES BZEStE AHMPE TN LAsl= HEY BEMZE HE2| 144 |A legal document issued by the competent medicines regulatory authority that
arketin _ . . . .
thori t'g 2 8 =M, J2ut X|F MHE XtHQ] AT £ J|EF 39 #4E #  |establishes the detailed composition and formulation of the product and the
authorization e i ) . L o . )
(product St ZE 2, S Z7|5H0f| &St ME AtEH S ZESiCE pharmacopoeial or other recognized specifi cations of its ingredients and of the final
roduc _ . . . . . .
IP M=, =of &9l product itself, and includes details of packaging, labelling and shelf-life. Ref 5
icence,
registration
certificate)
EHEXN O 22 T, EH 220| AN ES MAMSt=H E3H|A document or set of documents specifying the starting materials with their quantities
Qi FO|ALSHO| Ot 7=, 3 HAE|E 2ot 3™HXIAME 1S |and the packaging materials, together with a description of the procedures and
- 2M Es BENRE recautions required to produce a specifi ed quantity of a finished product as well as the
Master formula MEEZENM 1 128 P o q i .p . pA q y P Ref 5
processing instructions, including the inprocess controls.
HZEZ|ZEMO 7|X7F Bl A £ 2N 2S(7|YSHA] &2 XM =7| |A document or set of documents that serve as a basis for the batch documentation
2 A) (blank batch record).
Master record | 7|& | &, OIAH 7|& Ref 5
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AFAE(ELUER AY 20)), IHEXE, S7HA, APL =& 2 HEA| |A general term used to denote raw materials (starting materials, reagents, solvents),
AR E XA SH= LAEER QI 20 process aids, intermediates, APIs and packaging and labelling materials.
Ref 2
Material XY = =
AROFZ ol AIX|E Tsict N/A
Ref 15
OME AR HIX|E AFRSI0] 27 2 S HIst= b Method of evaluating an aseptic process using a microbial growth medium. (Media fills
HiX| S 2 2o MZE ST, A HiX| A, HAHIX] =8 St 22 |are understood to be synonymous to simulated product fills, broth trials, broth fills etc.).
Media fills Hi x| & o|O|Z o|sl &t Ref 11
AR EE S22 2YES XZ5HALL oestr| 2o +M4= 2 ==  |Any substance or combination of substances presented for treating or preventing disease
2xo| =3t in human beings or animals.
O|oFA RICHS Bl AHLE At e= SEO|A M2|stE 0l 7|58 3|2 A|7| [Any substance or combination of substances which may be administered to human Ref 4
AL, W, =-517| ol At == S20AH £ E = J= =& E=|beings or animals with a view to making a medical diagnosis or to restoring, correcting or €
Medicinal obH|o|ot= 23o| XThe o|okZ o 2 7IFEE|C} modifying physiological functions in human beings or in animals is likewise considered a
Product medicinal product.
BE NESHO| AZ2E|0 ZBHOR QX0 Folg = UEE LT N/A
HNEoz MzE ofFE2 UDCH Ref 15
OMES AMHSLE 3StE X L 38R S5t A chemical or mixture of chemicals that kills microorganisms. The term is often used in
biocide, chemical germicide, antimicrobial CHAISH0] ALt} place of "biocide", "chemical germicide" or "antimicrobial".
Microbicide AH Ref 13
Z2-3 E= 22| 33 0|% ot s THr A Zdof= 0/88 =&, [The residual liquid which remains after the crystallization or isolation processes. A mother
ZHH|, APIZE /== 2450 XL S 5= ULCH ZHE2 FT+  |liquor may contain unreacted materials, intermediates, levels of the API and/or impurities.
Mother Liquor Dol S™H AFEE £ QL It may be used for further processing. Ref 2
(@) M AA L= A 2EHE nF™o| Tt (@) An interconnected, or interrelated group of nodes.
(b) Az HAE OAAE AlM. Z2HE| EMT(LAN)2 AR A = AR [(b) An interconnected communications facility. A Local Area Network (LAN) is a high
Network HEHA A JEN 2 255t 10Y9=E (52 HO|H MEE 7Is) AEH U |bandwidth (allowing a high data transfer rate) computer network operating over a small Ref 1
EQ30|C}. area such as an office or group of offices.




2 OF o|o N
Y2 2z e 29 a4z Hx2H
MHAE Ee ME & MESH JXNE|E MAISH = AF2SHH ofat CHA /IF [Nonfiber releasing filtermeans any filter, which after appropriate pretreatment such as
Nonfiber e 2NO|YECE HRE YWESHA| %= Z2H washing or flushing, will not release fibers into the component or drug product that is
o |HRE WESHA e EH being filtered. Ref 3
releasing filter
A2BIO ZSQEEM X/ZHENMO 2 M AESIAHLE A|AHIC| #E|[|0][Those conditions and activities interfacing directly or indirectly with the system of
) M AMEHY GRS E S JAE2ETH Y HEE concern, control of which can affect the system’s validated state.
Operating "
. 2drrE)d Ref 1
Environment
SIEQO{ et | EE|AHO|M T2 MZO| CIEI|0|AE X|¥Sts, HFE |A set of software programs provided with a computer that function as the interface
. o A M3kl €Ho ATEQ N =2 124 between the hardware and the applications program.
Operating | 2YHEIHIR, 2t | B HSE= dHe] 2220 : PP prog o
e
System INES="
AKX e HY R AE O] AlM, A|AH] AH|7 O 2T HP| OHo| A| 0f [The documented verification that the facilities, systems and equipment, as installed or
M2 ZEE S 201510 2A 3} Sl BAF modified, perform as intended throughout the anticipated operating ranges.
Ref 6
Operational
Qualification S AMLEI} — — —
©0Q) 714, 2H| EE= A|A”0] O SE 2T - oM =3t T2 7tE3t N/A
=& 455t 2Mzete A8 2ottt
Ref 17
2tol K|, RXE4+E 2ot B4 3 A0 B05te 2 E AtZ &£ |Any individual participating in the aseptic processing operation, including line set-up,
= 22 210 =0 A2zl 7|Ef 2R} filler, maintenance, or other personnel associated with aseptic line activities.
Operator SHX} Ref 10
Aol At 0j2] Gl T Al™7|ES Holt ZRE Lo} N/A
Out of. | Ref 15
Specification
QEFAK| 2| H 20| 2| HBIY FEILAN 7 SHSt= 2. Activities conducted by a contract acceptor under a written agreement with a contract
Outsogrced ole AN BE giver. Ref 19
Activities
il XA 129D 2 X DMES MO 12 log ZAAZ = A= E |A process that is sufficient to provide at least a 12 log reduction of microorganisms
OY?r I. =3 having a minimum D value of 1 minute.
sterilization HZAERSH Ref 10
process
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2tH|olf=0| £|7| 2Tt ™S AHX BHM|Eo £H, et a2 x&st= |All operations, including filling and labelling, which a bulk product has to undergo in
DE 3™ order to become a finished product.
0 BEEEHY UM SHEEO{R L, 1K 7]0 £|F Z=EE|X| @ [Note Sterile filling would not normally be regarded as part of packaging, the bulk Ref 4
2 UHE2 dutdoZ IO ABE o2 o AKX K| Y=Lt product being the filled, but not finally packaged, primary containers.
Packaging =i — ——— ———— — — - - — - -
S Gl o XS ZESlo] H3 HES AT MESZ BHE7| 918 |All operations, including fi lling and labelling, that a bulk product has to undergo in order
HXOf ol BE YO Z B ZHOAS BF7 ME =T L= ALZE [to become a fi nished product. Filling of a sterile product under aseptic conditions or a
HA HEQ =ML YHtM o2 mE ol AdEZ ZHFEL|X| Y=Lt product intended to be terminally sterilized, would not normally be regarded as part of Ref 5
packaging.
Hao gl @£ = =714 E= APIE E36H7| @3t 2 & E&. Any material intended to protect an intermediate or API during storage and transport.
Ref 2
OIFE MO AEE= B 2 ECZM 250|LE =589 218 =% |Any material employed in the packaging of a medicinal product, excluding any outer
2 Melstct =& Xe ME0 2™ BES=X| o 2o w2t YAt = |packaging used for transportation or shipment. Packaging materials are referred to as
A EE oK o2 FESICH primary or secondary according to whether or not they are intended to be in direct Ref 4
contact with the product.
Packagin
a9 ZEA — — — — : : . :
Material O|fEO| L7t EQUE QI XM E &St RE EECZ, 230|Lt  |Any material, including printed material, employed in the packaging of a pharmaceutical,
+3589| 7|Et QEZE Mot EXA = MELC| A ™ME o |but excluding any outer packaging used for transportation or shipment. Packaging
of e} YK = E= O|XF =R O FE L EEICEH materials are referred to as primary or secondary according to whether or not they are Ref 5
intended to be in direct contact with the product.
ZH0 BAZY0| A El= 87, BEAME, MEEAM, ZYME 52 N/A
Zotrt
Ref 15
HZE3d 5 o8 ee 0j7jHy E5l2H GMP =48 27 Z H||A system of release that gives the assurance that the product is of the intended quality
Z0| o|LdtE EXS SEHIUSE ESE = Ue E5150 A|laH” based on information collected during the manufacturing process and on the compliance
Parametric | Ij2}H E2I22| A, O§7H with specific GMP requirements related to Parametric Release. Rt 7
A e
Release £ =gl&0l
HMEZ BEHE A MAMZHET 2tHO|AES| M=, 7tE, L= ZX9| |Percentage of theoretical yieldmeans the ratio of the actual yield (at any appropriate
Percentage of MAESH CHA)IF O] 2 MAEHS Y CEHA)NO| H|& phase of manufacture, processing, or packing of a particular drug product) to the
theoretical O|24go| RS theoretical yield (at the same phase), stated as a percentage. Ref 3
yield
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Performance
Indicators

Measurable values used to quantify quality objectives to reflect the performance of an
organisation, process or system, also known as “performance metrics” in some regions.

Ref 19

Performance
Qualification

(PQ)

NPT Y EX-FERY

=21

7e erjz Bl A YA

=A%t o= 2xt

The documented verification that the facilities, systems and equipment, as connected
together, can perform effectively and reproducibly, based on the approved process
method and product specification.

Ref 6

N/A

Ref 17

Pharmaceutical
Isolator

H|ef oto| &2 0| E

Oto| &L 0|H= &8 7|20 &

AldE AIsH| ols 2HE 5
—
—

2 0| 20Tl FX|O[Ct L&

EICt OfO| &£ 2Ol 2| F0AM L7

OO &2 0|H L Fof EZ5H0]

ol

An isolator is an arrangement of physical barriers that are integrated to the extent that
the isolator can be sealed in order to carry out a routine leak test based on pressure to
meet specified limits. Internally it provides a workspace, which is separated from the
surrounding environment. Manipulations can be carried out within the space from the
outside without compromising its integrity.

Ref 12

Pharmaceutical
product

|0
O

=]

e
X1|

T

CcC
[t

oo Bt 4
b O

=
Fe
|

=8

[
[

QT e oA ofAL B
a2t MEo At

=28 E= M3

Any material or product intended for human or veterinary use presented in

its fi nished dosage form or as a starting material for use in such a dosage

form, that is subject to control by pharmaceutical legislation in the exporting state and/or
the importing state.

Ref 5

Pharmaceutical
Quality System
(PQS)

p|

O

O

10, ISO 9000:2005 7|&Hh

2ap 20| H|Sf gAre] HE
I

Management system to direct and control a pharmaceutical company with regard to
quality. (ICH Q10 based upon ISO 9000:2005)

Ref 19

Precision

ox
0x

N/A

Ref 17
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EXYAQl 0|F 4= L= J|EF HEZHAISEX| F2 MEto| 2018 X H{s= & [Action to eliminate the cause of a potential non-conformity or other undesirable potential
K| F: 0flet ZX|= 2 HEX| 2 QI3 0|0, Al EX|= X &X|Z  |situation. NOTE: Preventive action is taken to prevent occurrence whereas corrective
Preventive |3t Z40|C}. (ISO 9000:2005 action is taken to prevent recurrence. (ISO 9000:2005
ventiv ot Z A 25t A0o|Ct. ( ) P ( ) Ref 19
Action
S7HH £ = APIO| XM Z=Qf 2t#HSo] M| 2R, X|FHOF & FO|ALE,  |A documented description of the operations to be performed, the precautions to be
ZZIHE O 2 Ffofe RXK|E EAMTITE A& taken and measures to be applied directly or indirectly related to the manufacture of an
intermediate or APL Ref 2
Procedure(s) FSPNIOS)] — — — - - -
= O|QFE O] MALY Z/ZIHHMO 2 AL 0 MEE|O WSO K= 3, T |Description of the operations to be carried out, the precautions to be taken and
p p p
O|ALE, £HIE| = FOALE A S0 CHst EA} measures to be applied directly or indirectly related to the manufacture of a medicinal
pp y y
product. Ref 4
A = APIQ| M=0| EXECZ AMEE= 2E0|H E0= X 2| k| [Materials, excluding solvents, used as an aid in the manufacture of an intermediate or API
1 5tsh BtEo|Lt MEEE B0 A HojstX| s (0, 2E EX [that do not themselves participate in a chemical or biological reaction (e.g. filter aid,
Process Aids 2y 2xR| 2 24EL 5) activated carbon, etc). Ref 2
S -2 (IPC) &= See In-Process Control.
Process Control S8Hof Ref 2
Ed HE(Business Process)d]| Lol X AUS X|= AtEt The person responsible for the business process.
Process owner AHE MK} Ref 20
MAE HQ| O|LjO M S I AFFO| M™E 720t Z2X EM0| [The documented evidence that the process, operated within established parameters, can
Process Holsle o|UZES ZIMMO0| D AT YA MAKSH 4= 9122 0] F& |perform effectively and reproducibly to produce a medicinal product meeting its
Validation S He|HolM EMEE A predetermined specifications and quality attributes. Ref 6
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x7| e SHAEH O E AN 3 HE0| SELHE|7|7MX| 2& 20| Z A} [All phases in the life of the product from the initial development through marketing until
Ol CHA. the product's discontinuation.
Product o
. HETY Ref 14
Lifecycle
2tXL olg MEZF A 7| BHEDY 3|7 =4 ZEh), LS D20 @ 7 Af [Achievement of a product with the quality attributes appropriate to meet the needs of
Product g EFA7|=0 HES 2 82 X MEQ HHE. patients, health care professionals, and regulatory authorities (including compliance with
L HE + marketing authorisation) and internal customers requirements. Ref 19
Realisation
EE0| YN0 AM 7t H ZEES HK|= API ZX|Qf 2H= RE XA All operations involved in the preparation of an API from receipt of materials through
processing and packaging of the APL
Ref 2
AR AES| FTHEH, 3, EXS S50 M| Q|FE0| &|7|77HX| 2] 2f |All operations involved in the preparation of a medicinal product, from receipt of
QRS X|Z=0f =l B = Q. materials, through processing and packaging, to its completion as a finished product.
Production AH AL Ref 4
=29 B2y 7ta, =& S M=EE, o A S M2t 22 M |All operations involved in the preparation of a pharmaceutical product,
XS HES HE7| K| QUYE KM Zef AHE BE XA from receipt of materials, through processing, packaging and repackaging,
labelling and relabelling, to completion of the fi nished product. Ref 5
THOH O|QFZ o] ™Al MALY| QUM AlA|S= Hz|G|o| M Validation carried out before routine production of products intended for sale.
Prospective ~
A Ol =% e ool M Ref 6
Validation
CIE W42 AXSIAH SK[ISHHA 0] 5|8 He| O|L{o|A X2 3tH  |A characterised range of a process parameter for which operation within this range, while
Proven ZHH EX |0 Bste BE0| MAtE| =, EM EXM0| 222 37X |keeping other parameters constant, will result in producing a material meeting relevant
Acceptable AT E 58 Y Ha0| HiQ| quality criteria. Ref 18
Range
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370 7] 7|82 = (PKD)= 37l 7| 23317|&, C|X|E S ME AFR3I0] [Public Key Infrastructure (PKI) provides a framework for secure communication, using a
OtESE EMEFHFTUAHOIMZ ATt = LHIAE NSTHCt combination of public-key cryptography and Digital Certificates.
PKIE Ctst GO =X = UX|T 7| 2X o2 S=IHK| 77 Q1 |PKIs can exist within many different domains but essentially there are two types:
Ct. A Private PKI is deployed by a corporation for the benefit of its business and any related
Public Key I— AHd PKI H| =L AQL CHE HH(WEE0], 1 4/SSX}) 22| 0| |parties (e.g. customers, suppliers).
= 7 Ny N N . . , . .,
Infrastructure S 71 71k 250 7| 0| ol AFRE|O{TICE Public PKIs (using ‘Trusted Third Parties’) are deployed on open systems, such as the Ref 1
S0 PKIAZ| M U HMBX7E AF2SHE)s QAU 22 7HEte A|A  [Internet and facilitate security between previously unrelated parties.
BIOJM AFRE|O{X| T, AFO] B Qe SHAIRISZH| HOHS 8O3}
StC}.
4H & FUEE 535 UHF80 § 22 EM B E A N/A
) N EX B A|SS ks
Purity Test SEAY Sgots AlFE FotH Ref 17
SIXLOA HE A S FYUStE 22 A substance that induces a febrile reaction in a patient.
Pyrogen HAMLMEH Ref 10
Ald, A|AH-, *“H|7f SHEA 3510 MAMZ oA AOE S = Q! |Action of proving that any premises, systems and items of equipment
Ce M2 SHSH= Q| M Ho|M o|2te 80l M2 XM H7I |work correctly and actually lead to the expected results. The meaning of
ol e S mESV| = It the word “validation” is sometimes extended to incorporate the concept of Ref 5
qualifi cation.
AH| E= 2O A|A”RIO| HESHH AX[=|20 SHE AF5HH o & 23 |Action of proving and documenting that equipment or ancillary systems are properly
E ANZ ES 5+ USS SHSIL EASIStE A9 HAMEILIL ¥ |installed, work correctly, and actually lead to the expected results. Qualification is part of
2|H|o|MQo| YEO|7|= SHX|TH Ji7) HAMEI}L CHA Rt 2= S 2| |validation, but the individual qualification steps alone do not constitute process validation. Ref 2
GlojMe TABIR| erert
Qualification HM2AE "It
TH|7t SHIZA &35k, 7|ofst AatgfS AMZE =E5o @ = = |Action of proving that any equipment works correctly and actually leads to the expected
X AEsHe 9. Wa|Go|Mo| 2 M2 Hoto| Jjde mHsto] [results.
ZHCj =ICt The word validation is sometimes widened to incorporate the concept of qualification. Ref 4
71A - 2|7t AT T2 MA, 24X Ao 2 2F5H0 /St N/A
A7t ORIk AS BYSt D 0|8 EMelste AS TotL)
Ref 15




2 OF o|o N
gz g LHE 29 HE Ax2s
HE AM2H Es 3™ LU=l 23O EMO| 7|& QU2 £5Fl= |The degree to which a set of inherent properties of a product, system or process fulfills
Y. requirements (see ICH Q6A definition specifically for "quality" of drug substance and drug
(medicinal) products.) Ref 14
otm MEOILL OJFEo o 8= Hatd. &0, atE, == 52| E4  |The suitability of either a drug substance or a drug product for its intended use. This
A7} 0|0 EEICE term includes such attributes as the identity, strength, and purity
Quality =5 Ref 18
HE AMAH Es 3HY LU= €3O EMO| 7|& QUS £5Fl= |The degree to which a set of inherent properties of a product, system or process fulfils
. requirements.
Ref 19
EXNEZS2 ZXHO| /HEN L= ZHNMoZ Hekg 0/X|= 2 & A E |Quality Assurance is a wide-ranging concept, which covers all matters, which individually
2 LR 29|9| 7iHO0|Ct. O|AE0| ArEES X0 e ER2 7IX|2 |or collectively influence the quality of a product. It is the sum total of the organised
ASE EZ5Y EXxoZ Or=0{ Tl ZEHMO| dolAtet=2| £3H0|CE O |arrangements made with the objective of ensuring that medicinal products are of the
HOZ, E2HS2 GMP 2t 0| 7t0|E2tQl Q| 8] Ct2 @A=2 X |quality required for their intended use. Quality Assurance therefore incorporates Good Ref 9
o+otCt. Manufacturing Practice plus other factors outside the scope of this Guide.
Quality SR gx
=\ = =)
Assurance DEAPU} 22X 220 Hast EXS 20 EF A|AHO| SX|E|E |The sum total of the organised arrangements made with the object of ensuring that all
£ 517] 2t BEXOZ 0|20 Tl REISIEl A o &3 APIs are of the quality required for their intended use and that quality systems are
maintained.
Ref 2
SHE 02| HolHAM AZSIH ghe[A ol ntstat EA 2|A3 22| E 7| |A systematic approach to development that begins with predefined objectives and
Hto 2 XME1F 37 0ldlf, dz2|1 37 &E|E ZXsts HAXC 7|  |emphasizes product and process understanding and process control, based on sound
gAl science and quality risk management.
Quality by " -
) g70| oot 2& Ref 18
Design




ol 3
4z 2 HHE 2% iz =23
Z3a2|s Eosl0 2H e A0 AN ZE MAED /XA E= A [Quality Control is that part of Good Manufacturing Practice which is concerned with
Z0| EXMO| UHEATCD THE|T| O™ MO AF2E|ALt EoOf &£ |[sampling, specifications and testing, and with the organisation, documentation and
= 38802 55X U E HEXEE AMKF, 74 S A|E, O8] |release procedures which ensure that the necessary and relevant tests are actually carried Ref 9
1 &, BN E6F A 2HEHE GMPO| Y E 0|t out and that materials are not released for use, nor products released for sale or supply,
Quality Control = _ — until their qualit)./ has been quigeq to be satisfactory.
7Aoo B8 o0 it MA =AY Checking or testing that specifications are met.
Ref 2
2l 220 Ofsl MAS XK=& 3|ALY osi A X|H =l |Quality control unitmeans any person or organizational element designated by the firm to
Quality control AE 9|0t be responsible for the duties relating to quality control.
Y ) = Ref 3
unit
A AAHE ™S M. (ISO 9000:2005) Document specifying the quality management system of an organisation. (ISO 9000:2005)
uality Manual Ref 19
Yy
g =H Jtstt 2502 M3 F|&= 4Lt A means to translate the quality policy and strategies into measurable activities.
Quality =Y 25 Ref 19
Objectives
Ed 58 2 587 240 Z2ost 29 ZTZMAQF &3 Xt |Part of quality management focused on setting quality objectives and specifying
it g ™ SHE F EH 49 25 (ISO 9000:2005) necessary operational processes and related resources to fulfil the quality objectives. (ISO
P?“a "y = 9000:2005) Ref 19
anning
dEX7F SAHo 2 Yhol, S At s Ao MEEH Ol o| =9 |Overall intentions and direction of an organisation related to quality as formally
(ISO 9000:2005) expressed by senior management. (ISO 9000:2005)
uality Polic E7Z! 43 Ref 19
y Yy
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M Z 2lO|ZALO|E MO 22X oY= EF B|A3 9| It EX|, HE |A systematic process for the assessment, control, communication and review of risks to

LIAHO|M, HEE st MAXQ Z2MA. the quality of the drug (medicinal) product across the product lifecycle.
Ref 14
Quality Risk | Z&z|A3 22|, EX Q||
Management aze| ME 2tO|ZALO|2 MA|0| Z2X orZEo| E&ut 2T 2|A3 9| HIYL, |A systematic process for the assessment, control, communication and review of risks to
ZHE|, HRLAHOIM, ZEE 3t HAEQ Z2AMA. the quality of the drug (medicinal) product across the product lifecycle.
Ref 19
EXM YA Z oldisty 22 S8 YME et A|I2AHE 1 HS= 2 E  |The sum of all aspects of a system that implements quality policy and ensures that
BHHo| &t quality objectives are met.
Quality System | SEXA, SEAIAH Ref 14
O|fEO| UM HIM QB HE ZOHSI, /sl BEES HAEH7| Q8 & |A prospective summary of the quality characteristics of a drug product that ideally will be
it T gofjof g o|ES| o EZXN EX EM g achieved to ensure the desired quality, taking into account safety and efficacy of the drug
uality Target = = — — o
Quality Targ E2 EE NE =2 product. Ref 18

Product Profile

Al Zl=l  |An organizational unit independent of production which fulfills both Quality Assurance
Tt 20 et #HIHel QA QC ZEo 2 K| [and Quality Control responsibilities. This can be in the form of separate QA and QC units

| cko| Xl Q|
= =TT =
L ttdo| JHol(EE 82 F+dE & ULt or a single individual or group, depending upon the size and structure of the Ref 2

organization.

Quality Unit(s) ZXEN
EXEZQA)I} EEZZ(QC) YR RFE fAlIH MAT= S22l |An organizational unit independent of production which fulfi Is both quality assurance
X TRl ZE|o] LZxot 20 2t HINSl QA QC ZE o2 FME| |[(QA) and quality control (QC) responsibilities. This can be in the form of separate QA and
Ql (o)

HLp CHUO| JHOI(EEE O )22 8 E & UL} QC units or a single individual or group, depending upon the size and structure of the Ref 5
organization.

M UL FHY2 O HYYCE BAY 4 U= AN B 2 N/A
Nrjag ol Aazg et

Quantitation
Limit

ox
ofl
%
X

Ref 17




2 oF = =] o
¥z 2g g 2% q= e
0|z9| £0Q &= EXgt Xe|of Cist Z™O0| Lt7|7HX|, 22|M 2Lt |The status of materials isolated physically or by other effective means pending a decision
7|Et E0A QI =CHY| OB S ES AE|A|H =2 AtEY on their subsequent approval or rejection.
Ref 2
SE|HOZ DEL|ALL CHE FtHQl SO 2 F515Ql, &I E Z |The status of starting or packaging materials, intermediate, bulk or finished products
Hg 7IC2le= th7] 50 292 = ZXAXY, M, BHX|E, == |isolated physically or by other effective means whilst awaiting a decision on their release
Quarantine 32| 2bH| o|FEZ Of ALEY or refusal. Ref 4
=4t EXO|LF ZEXA, B2 HE, H3 == %5 HES MY 59,  [The status of starting or packaging materials, intermediates, or bulk or finished products
HHst M| Ee MM7ts Z™HO| LI7|7HK| SE|M S 2 £ 7|EF 211 |isolated physically or by other effective means while a decision is awaited on their release,
Ol £=Ctof| QI8l E2|A|7{ =2 AEf rejection or reprocessing. Ref 5
Ol|ofo| EMOZ ALES Tt &=H|7t E|A =2 WM, StLt O| Aol HIAtSHZE  [“Radiopharmaceutical” shall mean any medicinal product which, when ready for use,
Radiopharmace (HAMY SQA)8 ZshslD Qe BE o|kE S o|0|stCt. contains one or more radionuclides (radioactive isotopes) included for a medicinal
uptica| LAHL O E purpose (Article 1(6) of Directive 2001/83/EC. Ref 4
NP YUY, WY L HUYS S2O| MAT & A= AH 5 24 N/A
S22 SEs sk)o 5ot U &gt Atole] EY g Totrt
Range He Ref 17
IHE B Qo] ANtE TS0 T YA, 7|EN, HE2, LE 22 O &2 |Any work-sheets, records, memoranda, notes, or exact copies thereof, that are the result
A2, ’l2 A2 Y5 (Work Project), T2 AM|A, G 210 A(Study of original observations and activities and which are necessary for the reconstruction and
o|= X2, 7| A2, A O Report) 52 MASIAHLE WItst=0| ZQICt |2 XAt2= 50| SAt=|evaluation of a work project, process or study report, etc. Raw data may be hard/paper
= 1 o= 1o
Raw Data olEf O| AL MR QI HEfY 4= QOLt A|AHIL o] EXLOf| oo HO|E|0{0fF |copy or electronic but must be known and defined in system procedures. Ref 1
' shC}
FIHH| E= APL A0 AtESHE EYEE, MY I 2015 X| &= Y |A general term used to denote starting materials, reagents, and solvents intended for use
HX™ 0| 20§ in the production of intermediates or APIs. Ref 2
Raw Material R, AEAE — —
2R Z2| M=o A8 El= 2 EEIM= Mstthe ZotH, Mol N/A
Ot AX| OfL|T EEES ZHTICE Ref 15
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Real Time

Release Testing

S MEe 522 Eotst

The ability to evaluate and ensure the quality of in-process and/or final product based on
process data, which typically include a valid combination of measured material attributes
and process controls.

Ref 18

Reconcilation

HZOILt =2&2| 0f
2ol HluoH o 518 WA

fR

A comparison, making due allowance for normal variation, between the amount of
product or materials theoretically and actually produced or used.

Ref 4

A comparison between the theoretical quantity and the actual quantity.

Ref 5

Recovery

The introduction of all or part of previous batches of the required quality into another
batch at a defined stage of manufacture.

Ref 4

o St FAHIE)
[of =25t= A =

tot
b
o Io

ne >

4 M= EHA0A CHE A
27| 2o H7|20M 222 NA
2 ME3H7| 23l 23t

o g ﬂE o

nE pX o p

Mo = rjr pHE
H njo

A rio

The introduction of all or part of previous batches (or of redistilled solvents and similar
products) of the required quality into another batch at a defi ned stage of manufacture. It
includes the removal of impurities from waste to obtain a pure substance or the recovery
of used materials for a separate use.

Ref 5

Reference
sample

=

mu oH ot jo &

g 2 o

S =

a sample of a batch of starting material, packaging material or finished product which is
stored for the purpose of being analysed should the need arise during the shelf life of
the batch concerned. Where stability permits, reference samples from critical intermediate
stages (e.g.those requiring analytical testing and release) or intermediates, that are
transported outside of the manufacturer's control, should be kept.

Ref 8

Reference
Standard,
Primary
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e ox
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A substance that has been shown by an extensive set of analytical tests to be authentic
material that should be of high purity. This standard can be: (1) obtained from an
officially recognised source, or (2) prepared by independent synthesis, or (3) obtained
from existing production material of high purity, or (4) prepared by further purification of
existing production material.

Ref 2

Reference
Standard,
Secondary

E E
Fy 10
H1 ofm
nn 2k
A e
Mt 0%
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A
o

A substance of established quality and purity, as shown by comparison to a primary
reference standard, used as a reference standard for routine laboratory analysis.

Ref 2




2 (] o|= N
Y2 2z e 29 a4z Hx2H
AEES A|AH” 9 O{E2|70|M, Ot B3 =l otAE, Ho|E0 Cisl |The regulated Good Practice entity, that is responsible for the operation of a
HOl0| Q= HA Al =R (AFRAF EX) computerised system and the applications, files and data held thereon. (See also ‘User’)
Regulated User HE ALEXL Ref 1
22t Yot YA, AIGAL R 7|7 MR A%} 7|EF &Y N/A
oF ZZE ZASHO|M B YT AHNERH 22 2| A|ZE B2 AZHA
Repeatability BtEd 2 HtE 24 MYsto 22 EFYE A0|2l 2- g8 Zotct. Intra- Ref 17
assay precisionO|2} 1= oLt
BRI AN KF 22 (Aol 7|=0f o8 AF =M AM 7t AAM X [Representative samplemeans a sample that consists of a number of units that are drawn
Representative F oM 222 H25H tHEY = YLE = O] 2222 FHE  |based on rational criteria such as random sampling and intended to assure that the
psample CHEZHA ZH|E o|o|stet. sample accurately portrays the material being sampled. Ref 3
7|1F EE 740 2E5HX] 2= AS ZEslo] F2HM| E= APIE 37 |Introducing an intermediate or AP, including one that does not conform to standards or
of CtA| Elsto] dHE ME=SHol L& Z2-3t tHA E= XHESE  |specifications, back into the process and repeating a crystallization step or other
slstd = 2o|& T2 CHA(0E 20 &, ol AZ0tE 02|, M| |appropriate chemical or physical manipulation steps (e.g., distillation, filtration,
IHE HESt= A SHBE| A|”O|AN CHA 7} EFMSICED LIEFSF 0| S [chromatography, milling) that are part of the established manufacturing process. Ref 2
Siet 3™ CHAE ASSte A2 M7t30| otz HAaXM ol 30| L& |Continuation of a process step after an in-process control test has shown that the step is
LSt incomplete is considered to be part of the normal process, and not reprocessing.
EX MALCHA O A ZE0| EXES o2 TEHE K Z HiX| ME = [The reworking of all or part of a batch of product of an unacceptable quality from a
= YEE It o| 4o U AU E MHE|o| BES MotstA BtEE  |defined stage of production so that its quality may be rendered acceptable by one or
& more additional operations. Ref 4
Reprocessing M7tE
APHO| ZES 52 740 225X 23t 3™ T o|UE, Y3 75 & [Subjecting all or part of a batch or lot of an in-process medicine, bulk process
P HEES MESA €3 S HE) E= ¥3 HE Y HiX|/ZE [intermediate (fi nal biological bulk intermediate) or bulk product of a single batch/lot to a
£ H#o|go|MeEl MZE 37X O] CHAO| CHA| BBt X2|5t= A. previous step in the validated manufacturing process due to failure to meet
predetermined specifi cations. Ref 5
= dEtt M3 Ao s gHHE0l| tistol oo AEEY e N/A
WUSHO AR SHE Eot= WRIE Hotoh Ref 15
LHH O 2 HFEoLE APYHS A8t S0 HEE =0, M2 N/A
CHE MMM StLte| o Ut AR ZLE XF T AlZ0| st 2
Reproducibility dyuztg24d SEUS Molel 2HIS U Ref 17




2 oF = =] o
Yz 2E HE 29 a4z CELL
St EEE O 020 E 20 2EH9E MEZL Y= U L olRl) [The explicit or implicit needs or expectations of the patients or their surrogates (e.g.,
O QMM L= XA 2 == 7|Cf. O] EMOA 270|2F &2 A [health care professionals, regulators and legislators). In this document, “requirements”
Requirements | 7, @7AIEL 2R A |e AX Q%O ofL2 e 9 7|THE E3HSHC} refers not only to statutory, legislative, or regulatory requirements, but also to such needs Ref 14
and expectations.
M| E MR OIA RHF[BH Z=EO| b2 =l A 2| AX|. O|= ST H| a sample of a fully packaged unit from a batch of finished product.
ZEEQIO| HEY|7H SO oot AR, EE, HA|, X8 dHA, §ZH (It is stored for identification purposes. For example, presentation, packaging, labelling,
T, R8It S S0 SEHO 2 BHSICL A2 CHE A|ZE29 2 Z |patient information leaflet, batch number, expiry date should the need arise during the
2 MECHRE A2 ZXStE AL Oj D719l oFE 2 MASH=E A [shelf life of the batch concerned. There may be exceptional circumstances where this
Retention BHEHN, EEF B (20} 2t0] ZEOZ HA S BHSIX| LOIE O] QHS ZZA|ZL 2= Y requirement can be met without retention of duplicate samples e.g. where small amounts Ref 8
sample = = oAl A=to] 9l 4= QUL of a batch are packaged for different markets or in the production of very expensive
medicinal products.
SUXIXY 7} O M S| AHRO|| HEtete SkQI5HY| 9|5H0] K A AHSHOIOF l= [The date when a material should be re-examined to ensure that it is still suitable for use.
AKX},
Retest Date WPNE=: =Py Ref 2
o|O] AlEH F0f A= MEL 5™ Ofst =X =l M=, AlF, 22| 0| 0] [Validation of a process for a product which has been marketed based upon accumulated
. HE 2HE AAISH= #2|holM manufacturing, testing and control batch data.
Retrospective N
. 30X Ha[HojM Ref 6
Validation
EX Azt o 2ot Ao OIAES M UX L= SEAXIOA =2 [Sending back to the manufacturer or distributor of a medicinal product which may or
Hifj= &9 may not present a quality defect.
Return U= Ref 4
SHE|HO|NM 3™ e 1 UEE HIESHE A Repetition of the validation process or a specific portion of it.
Ref 1

Revalidation(Re
-Validation)

NETEE PN

B 22| Ao oAt =Y E Sg/8H|2 g0l 58 59 LA
= B0 2EHY g2 FX| F=ts HE 2B 26 3E

A repeat of the process validation to provide an assurance that changes in the
process/equipment introduced in accordance with change control procedures do not
adversely affect process characteristics and product quality.

Ref 6
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Iz ITE Hxgd
7|& T 40| 2oeiX| &= FUM E= APIE Mot EX2 9| &7t [Subjecting an intermediate or API that does not conform to standards or specifications to
H EE= APIE 7| Qo A=l M=x= 30 CH2 8Lt EE= 1 0|A9| |one or more processing steps that are different from the established manufacturing
2™ CHAO] EQUSH= Z{(O|E S0f CIE g&OIE o|&%t XHE™EShH process to obtain acceptable quality intermediate or API (e.g., recrystallizing with a Ref 2
different solvent).
Reworking TEA, KA 2| — — — — - - - - - - - -
AHO 2788 =2 F40| 225X 2ot 38 & E= H3 715 7 |Subjecting an in-process or bulk process intermediate (fi nal biological bulk intermediate)
MEEZES M 23 FS2HHE) = 235 HE oY HiX|E CHE | |or final product of a single batch to an alternate manufacturing process due to a failure
Zx ZHEOR NE|ste A MEYS oAbk Z3t 20| STz O |to meet predetermined specifi cations. Reworking is an unexpected occurrence and is not Ref 5
51710 YEZ 02| £0Ql &X| A=Ct pre-approved as part of the marketing authorization.
Qsfje| eMItsMHal siE Q8o AMztMdol =t The combination of the probability of occurrence of harm and the severity of that harm
(ISO/IEC Guide 51).
Risk 3l A, 2la3 Ref 14
2|ATAE £85I} 5t= AH™ The decision to accept risk (ISO Guide 73).
Risk N
B|lA3sR Ref 14
Acceptance
MH| E= 30| 7|5 BEOM T2 HaE TItstn EME 1tetst= [Method to assess and characterise the critical parameters in the functionality of an
Hi equipment or process.
Ref 6
Risk Analysis Q2 M — — — - - - - —
miotEl 2|8l @AQF HE 2| ATO| FH. The estimation of the risk associated with the identified hazards.
Ref 14
2lA3 22| I LHOA 2|A3 B3 oAtE™ S SIEES7| Q8 ”E |A systematic process of organizing information to support a risk decision to be made
Risk £ Hegte HAE of™. iAo ol O s aofe] ==t  |within a risk management process. It consists of the identification of hazards and the
Assessment Flold "ot 22380t (aeE o 24 9 HItLZ o|Ro{ZCt analysis and evaluation of risks associated with exposure to those hazards. Ref 14
O|AtZE AKXt CHE O[S ZHAIXL 2F 2|23 e} 2|A 3 2|0 CieH ME [The sharing of information about risk and risk management between the decision maker
Risk 29 and other stakeholders.
Communicatio sl g 2wzt Ref 14

n
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Yz 2E a4z ELL
2|A3 22| 4™ E 0|dSt= A Actions implementing risk management decisions (ISO Guide 73).
Risk Control fls 2 Ref 14
AN = AN B 28510 H|Tl 2|A3 7|0 ChH|sf =X 2| [The comparison of the estimated risk to given risk criteria using a quantitative or
ATE H|WSHY 2|AT9 SREE ZAHSI= Y qualitative scale to determine the significance of the risk.
Risk Evaluation s E 7t Ref 14

FEHE NAN{LZ 28510 223 HE £ 28 7|& L4 0 et

sl MY 229 24)E THefSts A9l

The systematic use of information to identify potential sources of harm (hazards) referring
to the risk question or problem description.

Risk
e 2|8zl Ref 14
Identification T
2lA39| T EX, HELZO|M HAE Y20 & 22| H2, MK} 9l |The systematic application of quality management policies, procedures, and practices to
Risk HEE HAXMCRE XESI= A the tasks of assessing, controlling, communicating and reviewing risk.
sz, 2234 Ref 14
Management
2Qllio] LM =HE Ol Qiglio] 4k 2ATIE 2|Th ML Actions taken to lessen the probability of occurrence of harm and the severity of that
harm.
Risk Reduction ezt Ref 14
(HESH 420 2230 25t M2 XA ZAYES 12510 2|23 [Review or monitoring of output/results of the risk management process considering (if
2| T2 MA A9 ZE E= TLH. appropriate) new knowledge and experience about the risk.
Risk Review ANHE Ref 14
AN & U5 40| AftEets oMoz HARJS W Z-IY N/A
Ol YBr2 WX YEX|O T3 TS it
Robustness et Ref 17
AKX 2 xS Qo) A™H= 7|2t Established period for collecting samples.
Sampling .
AR F7] Ref 11

frequency
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Last =2 4o|HMQl M, AtE, =4, oty|, H|YSFMHZEEH HAEE 3} [The protection of computer hardware and software from accidental or malicious access,
o], AZEQO0f Cist 2. 202 AtEL O|O|E, SA X HAEE |use, modification, destruction or disclosure. Security also pertains to personnel, data,
Security Hot AXlof cist 22|M 230 Mg =ICt communications and the physical protection of computer installations. Ref 1
AKX B MH| 0|52 EeSto] E Qo mE HE0| ABSIT 2F  [Premises which provide complete and total separation of all aspects of
Self-contained HolA 22|50 ASH 0| st A7F SHEE0f U 22| I 2L |an operation, including personnel and equipment movement, with well
area 7| 2T HAUO| $=3E|= XY S2|H At He 2 & A|AH JH|J} 0|0 |established procedures, controls and monitoring. This includes physical Ref 5
S E|LE BEEA| & 7io] & HF0|0{OF StCtE= 2|0 &= OfL|C barriers as well as separate air-handling systems, but does not necessarily
imply two distinct and separate buildings.
SIAFEEE ALYZEO| XIS ST = e Hetnt MAS JHX|H, |10 [Person(s) who direct and control a company or site at the highest levels with the
Senior 20N ZIA EEE ATE RS 0|81 22|15k At authority and responsibility to mobilise resources within the company or site. ICH Q10
19 FHxt based in part on ISO 9000:2005) Ref 19
Management
s @40 [HE o & ZLOtO| =&, A measure of the possible consequences of a hazard.
Severity e, i Ref 14
Azlof w2 2y = MA J|Zto 2 HE 1247 O|LHO|T{ AKX O [Scheduled periods of work or production, usually less than 12 hours in
EE0| HZOIIH 2 E3tCt length, staffed by alternating groups of workers.
Shift fmils| Ref 11
ARlol 80 Hol Hx See definition for signed
Signature
g. Ref 2
(signed)
ME(E) = — —— ‘ - . ,
EXM Q| E= HAEES MAITH AIRZO| 7|2, 0] 7|22 O|L|4, 2=7| M [The record of the individual who performed a particular action or review. This record can
Signed g, 7 =3 E= Hotd 2 2t MAF MY0| & 5= QUL be initials, full handwritten signature, personal seal, or authenticated and secure electronic
9 signature. Ref 2

(signature)




=

Ao

=

Ho

rdo
Mo

Simulated
Product

HoHME

R0 o HBe] S2l 43 .
5 5801 T 2E pH 510
o S40| 5FEE 297 ¥

A material that closely approximates the physical and, where practical, the chemical
characteristics (e.g. viscosity, particle size, pH etc.) of the product under validation. In
many cases, these characteristics may be satisfied by a placebo product batch.

Solvent

&0, 8H

SH| E= APL M= Ao 8
2
o

An inorganic or organic liquid used as a vehicle for the preparation of solutions or
suspensions in the manufacture of an intermediate or APL

Ref 2

Source Code

=239 BoIE MBI 4Bl o
FE Z2a2 AT A

HEtE[ofOF BHrt.

Z 4

An original computer program expressed in human-readable form (programming
language), which must be translated into machine-readable form before it can be
executed by the computer.

Ref 1

Specification

4, 7=,

M= IO AFRE AL M=
Sl of Sl= 2712 AMSHA 7I§_ =&

C}.

A list of detailed requirements with which the products or materials used or obtained
during manufacture have to conform. They serve as a basis for quality evaluation.

Ref 5
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A list of tests, references to analytical procedures, and appropriate acceptance criteria
that are numerical limits, ranges, or other criteria for the test described. It establishes the
set of criteria to which a material should conform to be considered acceptable for its
intended use. “Conformance to specification” means that the material, when tested
according to the listed analytical procedures, will meet the listed acceptance criteria.

Ref 2

Specificity

S0l

=TS o= Hegd
2 Bt 58 +

N/A

Ref 17
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4z 2 g 29 zEH
Htef|2|of Y SEO0| ZAE S 4 UCLT LTl AFEZ ARSIl E  |A gaseous, vapour or liquid treatment applied to surfaces, using an agent that is
HO| MR38l= JtA, 7| = A H2|Y. 0] 2L E5 | 2|0f Z |recognised as capable of killing bacterial and fungal spores.
S EZost ME X|HEE Ar2st0] @a|o|o|MstCt O] Moo ZEXt  |The process is normally validated using biological indicators containing bacterial spores.
EO 29N = AEEY JX| GoLt EE 6 20 2|EM SEHIL A [The number of spore log reductions is not specified in this definition, but a target of six
SEICL O 3H2 MEXCQ HF 20| WQRSIX| 2 AL 010|&2| |log reductions is often applied.
Sporicidal O|E 9| L& HEHI Of0| & 0|E LY SZO| EEHO MEEICtH X |The process is applied to internal surfaces of the isolator and external surfaces of Ref 12
N . . . N . e
process. A 32 Ol0|&2|0|E o MEste A2 22 7|0 @W2|H O] [materials inside the isolator, when conventional sterilization methods are not required.
B HYE 5 = BAL 3HE M2l ANt 22 H@d 3™HOZE 7HE [The application of a sporicidal process to isolators is not considered to be a sterilization
SHX| Y=Lt process in the same way as, for example, a sealed container subjected to a validated dry
heat, moist heat or irradiation process.
O E0F ZXE ALESY| Q8 Ar2ste 3et= 2 e 315tA =8E |A chemical or mixture of chemicals used to kill microorganisms and spores.
Sporocide Ref 13
2230 FES FHLE 2|A30| ofs S BtALL 2|23 0 2|8 & |Any individual, group or organization that can affect, be affected by, or perceive itself to
S HS A2 ML= 712, A8, == T QAMZ ™ XL HA| O]l |be affected by a risk. Decision makers might also be stakeholders. For the purposes of
Stakeholder ZHAREZE & 4= QUCH O] ZI0| =2kl A Xl O|s 2HAXt= AL, 2| &  |this guideline, the primary stakeholders are the patient, healthcare professional, Ref 14
MEJL AH 2=, 12| YA o|Ct regulatory authority, and industry.
UK AH|E HEE A|AHIOZ HO|E X2|, BLEZ L= Hof 7|5  |A self-contained computer system, which provides data processing, monitoring or control
Standalone 2 HNE5tLt X33t AH| LHof| LHXHE[X| %2 Z4. Ol= E7F XI5 3} AH| |functions but which is not embedded within automated equipment. This is contrasted
System £ Hojste A0 Lot SOl LES A|AR D} CiH|EICE with an embedded system, the sole purpose of which is to control a particular piece of Ref 1
automated equipment.
EX HZEO|LI 2Z00t HIEA| 26 W= oLt 2 £=300f| 23t |An authorized written procedure giving instructions for performing operations not
KAl AFEHE HAISHE Q% =X Z2AMO], M| 2™, fX| 22| ¥ M| |necessarily specifi ¢ to a given product or material (e.g. equipment operation,
o, Ha|Ho|M, Al Ha 3 2 22|, AN MF S HAP. L5 SOP  |maintenance and cleaning validation cleaning of premises and environmental control
= HEZ E0|FQl OFAE AA 2AMQL HIX| MA 2ME BEXRSt= 8% [sampling and inspection). Certain SOPs may be used to supplement product-specifi ¢
Standard 2 Z8L|7| % it master and batch production documentation.
operatin
perating Ref 5
procedure

(SOP)




L £ (] o|= N
Yz 2E Hg 22 a4z ELL
TN E H Qs o UEo| MAY AlEE= 22, Any substance used in the production of a medicinal product, but excluding packaging
materials.
Ref 4
Start|r?g zursx
Material OIOFE MO A EE= L™ EF +=F9 B= M. ZH XHX= XM 2| |Any substance of a defi ned quality used in the production of a pharmaceutical
product, but excluding packaging materials.
Ref 5
AN&EF ZZ2MA dsit JE S22 LA 255t= 22| =74, |A condition in which the set of controls consistently provides assurance of continued
State of process performance and product quality. (ICH Q10)
22| AMEY Ref 19
Control
A0t Qe ME0| MY Qe ME|.(AMZ o= £t 2t S0 0| |Free of any viable organisms. (In practice, no such absolute
A Yo M2 ZTHE + Qi B &xX) statement regarding the absence of microorganisms can be proven, see
Sterile (R sterilisation.) Ref 11
FoAE o FoEd e HaNelE 8I7t eEE = A, B N/A
HHE ™Mo AL LSote HYE St o A BRAH S B
Sterile Area 219 RES B RAE DSHC} Ref 15
0| 710|EHAON 22X EO|2t FRFZH| =&l StLt 0|42 249 [For purposes of this guidance, sterile product refers to one or more of the elements
HEXHOZ b=l RAANC%ES 7t2|ZICE Ol QA0= 87|, |exposed to aseptic conditions and ultimately making up the sterile finished drug product.
Sterile Product E4NE Op7HQt QFR||o|kZ o Y Z k= 0| EStHEILC These elements include the containers, closures, and components of the finished drug Ref 10
product.
AOIQl= OJME0| 9= MZES THE7| 8 AHESH= 2= 3™ Validated process used to render a product free of viable
ZFO: HAZHU A OMESH AR EXNE X4 4L2A BEHESHCH organisms. Note: In a sterilisation process, the nature of microbiological
Mk, HEFS ™A Aote= O|MEQ| £= JI5 o2 HHT 4= 9 [death of reduction is described by an exponential function.
- Jpp——— O, O|HE OIR X2 £F02 ZtA E £ QX0 0 0] & 4= giCt Therefore, the number of microorganisms which survive a sterilisation
Sterilisation 2 (8) . o ) . Ref 11
process can be expressed in terms of probability. While the probability may be reduced
to a very low number, it can never be reduced to zero.




= 2g e 2o g EL L
DRe Aot Y= JHH| 7L QiCH= o|Ojo|Ch R AlEo] AL 93 2k |Sterility is the absence of living organisms. The conditions of the sterility test are given in
o MA|IZOf Lt the European Pharmacopoeia.
Sterility fFod, B2k Ref 4
HMEZ0o| st M| X7 FRY SESALL 1002 EHBICH Probability that a batch of product is sterile.
Sterility (SAL is expressed as 10 -n).
assurance level 2H8EELE Ref 11
(SAL)
HZEo| EAME HE8}7| Q3 K|SO £ AZHA N = 42 The sum total of the arrangements made to assure the sterility of products.
QAHI™M O 2 LIS CHA & ZEsHC}. For terminally sterilized products these typically include the following stages:
a) & AA (@) Product design.
by ZYUEZ 8l 3™ EXZ(0E =0 7t2 U 22X)9| D|H=StA 4 |(b) Knowledge of and, if possible, control of the microbiological
Efofl CHE X|& & 7tsot 22 0[of Cist 2t condition of starting materials and process aids ( e.g. gases and
O MELZo DjME RY X A2 YXISH| /et ME SEAXM 2 |lubricants ).
g 2o LEtNM o Z Ol ME HESET MAED K2, ™A Lo |(c) Control of the contamination of the process of manufacture to avoid
N XNe|eozZM 57|18 3t 29 9HX|, 3™BE| A|ZtA[E = U 8l |the ingress of microorganisms and their multiplication in the product.
Sterility CiSt= 22 OOtEHA & Eoff 22| st This is usually accomplished by cleaning and sanitization of product
Assurance DARIA|AH d) EANED HEZHE 210l 7t =5 X contact surfaces, prevention of aerial contamination by handling in Ref 7
System e) & &AX™M SX| clean rooms, use of process control time limits and, if applicable,
ez 39 filtration stages.
g) HAHE|, A, B 2A, 21502 =0l A=Zo 2 ok QX|2H|(d) Prevention of mix up between sterile and non sterile product streams.
2], O|& HE 2N Ol o= HIX|, HE|Ho|M, I § 27 EZ AlA |(e) Maintenance of product integrity.
HlS HTSHsl= EA A|AHIQ| =i (f) The sterilization process.
(g) The totality of the Quality System that contains the Sterility Assurance
System e.g. change control, training, written procedures, release
checks, planned preventative maintenance, failure mode analysis,
prevention of human error, validation calibration, etc.
A0} Ql= O|ME0| Y=X| =0I8H7| 8l AA|SH= AlH Test performed to determine if viable microorganisms are present.
Sterility test FoAlEH Ref 11
DE ZSEO| 0MEN ZXE AME Y/EE= HAHSHE 38 A process that kills and/or removes all classes of microorganisms and spores.
Sterilization (") Ref 13




2 (] o|= N
Y2 2z e 29 a4z Hx2H
MAESH WA |HO|ME HMN QK SE0M ZE O|MES MAHsH 2 4 |A filter that, when appropriately validated, will remove all microorganisms from a fluid
Sterilizing Efo| OjIfM S AMASH= Aoz SHE TE. stream, producing a sterile effluent.
grade filter HNza 2H Ref 10
1) A2 EH s (0 FE/FH /L], L= T2 82/ 1)) (() The concentration of the drug substance (for example, weight/weight, weight/volume,
2) 97} = HATE ASAN HAE, 281 1otz n, 22| =l AAKXE |or unit dose/volume basis), and/or
(O], =0 &=zt CHRI2 BEHE) osfM XA =l 2bX|o|eFZo| X|Z |(ii) The potency, that is, the therapeutic activity of the drug product as indicated by
3 o v . .
Strength g A% gk N s appropriate laboratory tests or by adequately developed andcontrolled clinical data Ref 3
(expressed, for example, in terms of units by reference to a standard)
AA FEJXHE ATEQ O QFXHS TFAF| D XA AZEQ|  [Software attributes reflecting the degree to which source code satisfies specified software
Structural O 71t A QL 7|0 B8t HEE HES= AT EQN EM. requirements and conforms to contemporary software development practices and
Integrity |T&EE FZAE(AZE0]) standards. Ref 1
(Software)
AN FACO| LR AZE HASIE HAE. XX HAEE $2 +=F |Examining the internal structure of the source code. Includes low-level and high-level
=2 £F0| AE AR, 42 2N, AN 2 A& T202fY FX} [code review, path analysis, auditing of programming procedures and standards actually
S EFO it ZAL 2229 "HE B E(Dead Code)" AL $HA| 24 [used, inspection for extraneous "dead code”, boundary analysis and other techniques.
Structural AxE HAE UCOHE J|ag Zosich EY ARH Otst 8 T2 a2 ME XAl [Requires specific computer science and programming expertise. Ref 1
Testing Q= it
ATEQIOIt AXREOZ MASID RASILI= AS ZEAE SHSH| An activity intended to produce documented assurance that software has appropriate
28l == AL structural integrity.
Striu.ctural AxEol AS Ref 1
Verification
Mo deE = g5 U 7|80 EXE IjHOZ ST HMHE & |SYSTEM Is used in the sense of a regulated pattern of interacting activities and
ZotEl MHE Q|0ste HAoE AR EICH techniques which are united to form an organised whole. Ref 4
DEO| BEMS K| MH| 12 i i .
System A|AE J A, A &9 82 A 28 28 A group of equipment with a common purpose e
350 854S JXE o 189 BH|E Tt N/A
Ref 17
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The system acceptance test specification is a description of those tests to be carried out
to permit acceptance of the system by the user. Typically it should address the following:
_ System functionality

_ System performance

_ Critical parameters

_ Operating procedures

The tests should ensure that the product operates as indicated in the functional
specification and meets the user requirements as defined in the URS. The tests typically
include limit, alarms and boundary testing.

The System Acceptance Test Specification is a contractual document and, as such, should
be approved by both the supplier/ developer/ integrator and the end user. An example
procedure for producing a System Acceptance Test Specification is given in a GAMP
Guide Appendix.

Ref 1

System owner

NES-ETES

iH
ot

The person responsible for the availability, and maintenance of a computerised system
and for the security of the data residing on that system

Ref 20

System
Software

A2E 2mEgof

[m

0] % 1ot o
3 2z EY 0]
=Za|Ao|MTt £

3H

2

Hu o2 i oY
nx |5 |H

Software designed to facilitate the operation and maintenance of a computer system and
its associated programs, such as operating systems, assemblers, utilities, network software
and executive programs. System software is generally independent of the specific
application.

Ref 1

System
Specifications

Describe how the system will meet the functional requirements. (2)

Ref 1

Terminal
sterilization

The application of a lethal agent to sealed, finished drug products for the purpose of
achieving a predetermined sterility assurance level (SAL) of usually less than 10-6 (i.e., a
probability of a nonsterile unit of greater than one in a million).

Ref 10

Theoretical
yield

Theoretical yieldmeans the quantity that would be produced at any appropriate phase of
manufacture, processing, or packing of a particular drug product, based upon the
guantity of components to be used, in the absence of any loss or error in actual
production.

Ref 3
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Third Party

authorisation.

Parties not directly managed by the holder of the manufacturing and/or import

Ref 20

Trend

ox
0%

AZER 82 > X0l olof ZY=
W40 Wet S5 = $E o

A statistical term referring to the direction or rate of change of a variable(s).

Ref 14

ULPA filter

A4 0.3 pm K= 99.999% K| 7

percent.

Ultra-low penetration air filter with minimum 0.3 pm particle retaining efficiency of 99.999

Ref 10

Unidirectional
flow

7] €H.
TR &Y HYY E= A"E
S E£EE MR LET o

An airflow moving in a single direction, in a robust and uniform manner, and at sufficient
speed to reproducibly sweep particles away from the critical processing or testing area.

Ref 10

Unplanned
(Emergency)
Change

Za|Hold & AIA-O TiBiAf 7

ZAY HE REARD YN

An unanticipated necessary change to a validated system requiring rapid
implementation, also known as a “hot-fix".

Ref 1

User

individuals who use the system, and is synonymous with ‘Customer".

The company or group responsible for the operation of a system. (3) (see also ‘Regulated
User’). The GxP customer, or user organisation, contracting a supplier to provide a
product. In the context of this document it is, therefore, not intended to apply only to

Ref 1

Utility Software

0o

EEESFRPY
QRELE ofE Yurxol
=

Z

|28 Arg RO ol
i 7S HEE Z2

Computer programs or routines designed to perform some general support function
required by other application software, by the operating system, or by system users.

Ref 1




= = LH £ Ok o|o N
Yz 2E Hg 22 q4= CELL
EN 3, Wi e A|AHO| AMH MHE 3|8 7|F0| BEetste At |A documented program that provides a high degree of assurance that a specific process,
£ UBEH U= Wts B2 AYS M2 EE5tE EAM3HEl L2 [method, or system will consistently produce a result meeting pre-determined acceptance
-, criteria. Ref 2
GMP %l0f et O AL 37, dH|, 28, # L= A|2H0| &K |Action of proving, in accordance with the principles of Good Manufacturing Practice, that
2 0|4 Z40tE THEO| thittes HE S0t A(EHHEEI BHR) any procedure, process, equipment, material, activity or system actually leads to the
expected results (see also qualification). Ref 4
Validation a3 G 0| M GMP 1Xlof izt ofH EXtL 3, dH|, 22, d E= A|2H0| X |Action of proving, in accordance with the principles of GMP, that any procedure, process,
E oM Z20E =0 WHiE H2 SYHol= AJAEAYEHIL Ex) equipment, material, activity or system actually leads to the expected results (see also
qualifi cation). Ref 5
E£Ed 30| 7| E™E 40 EF QA2 UFEStA = MES K| |Establishing documented evidence that provides a high degree of assurance that a
™Moz Mg QS EESY| QT BHE EM3 Sst= A specific process will consistently produce a product meeting its predetermined Ref 10
specifications and quality attributes.
E8% 38, WY, 7|42 E= AlA"O0| 02| 2FE0f = TEY N/A
Z0| St= ZUE e =Eo= AE  AFSHD 0§ 2M2tst Ref 15
£ %8 gt
HHE|Go|M Al I 58 J|E2 pET AE 2A. 982 HZE & |A written plan stating how validation will be conducted and defining acceptance criteria.
Validation H Hz|goM ZEZEEES 3 MY, 58 3 H/2 "2, ME £ |For example, the protocol for a manufacturing process identifies processing equipment,
Protocol Y| GO|E HAIAZAM |, AX| k3 g, =% Ak Al GO, @2|Ho|M 3 7+5 24, |critical process parameters/operating ranges, product characteristics, sampling, test data Ref 2
5|2 AY AutE pHE3iCt to be collected, number of validation runs, and acceptable test results.
YOO FS O{EA LA ARAVIE 7| ZMEM ZHsHOF S & N/A
o 2 THI|E, EN O AA|HYH 52 TSk 742 asic)
Valldatlon N T O = o X 2 oHd o= O AZ=2 =2
Protocol/Plan) da|h ol HAA=AM Ref 17
dao|fojd HAl 2 €2 7|5 A ZLfet 0|5 B 2AE 2StL) N/A
Validation
Report H2[H oM AutE n M Ref 17
Y| Go|dS HAES| LA[SHY] fI5t0] W, =& Sl HACHY & Ea| N/A
Validation CiojMof chet A Ml A=S aof-dalst AS 2ok
Master Plan | H2[H0|Md ZA N Ref 17
(VMP)




LHE2 Qok o| = -
42 32 18 29 g LR
H A= 2 X|LICH = 7| 2EE ME £ 0| AXE HHE 4= [Non-shedding porous material capable of removing viable and
A= A7 oK K| = sl 23 non-viable particles from gases passing in and out of a closed vessel.
Vent filter | 7|7-TE, WE L Ref 11
BEZAY AL W o|Lfol M/otst 3™ J7|& 8 EEete TS ZAM  |A condition or set of conditions encompassing upper and lower processing limits and
O| A MOl =AM HWZHS [If MEO|Lt S-0f o]&t0] 2 E 7h540| |circumstances, within standard operating procedures, which pose the greatest chance of
I8 2 4R HIEA ME = 3 0|2 SEtste ZAHY o= ¢ |product or process failure when compared to ideal conditions. Such conditions do not Ref 6
Ct. necessarily induce product or process failure.
A5 Stst 7|20 Aehe detsle LEo| RUEEM BE A HAL  |A set of conditions encompassing upper and lower processing limits and circumstances,
Worst Case EotxH X (SOP) Ljo] %[ =H W H T3 E= HE O|M2 Qe &= = |including those within standard operating procedures, that pose the greatest chance of
7tsd(O|AAQl ZAD H|W A)SS ERSHCL O|2{gt ZHS0| A |process or product failure (when compared to ideal conditions). Such conditions do not Ref 10
CZEHE B2 31 0|42 FUSIX| = Y=Lt necessarily induce product or process failure.
BEMY HEl WM S8 &8 =d9| Ht = Stohs LotL. N/A
Ref 17
O| 2 Yitekof oo & ditefol Mz ES TotLt. N/A
Yield =8 T Ref 15
Vield. Control HZSE0| YdHo 2 JHEAS B2 YoXl= MBE A Y N/A
' FEH27|E Mg HRIE Lo Ref 15
Accptance
O| MO A& X2, s M X2, 7|Et HE XAt2E 272 8t XH [The quantity of material or the percentage of theoretical yield anticipated at any
St MAF SHAIO|M oA E|= O|2 =80| HHEE t= SE0| ¢ appropriate phase of production based on previous laboratory, pilot scale, or
Yield, Expected 7|CH A (=8) manufacturing data. Ref 2
AFEEl RO 20| 2 AHSHY M| MAOAM LMt BE &4 = |The quantity that would be produced at any appropriate phase of production, based
2Tt Qe A MAESE MAL CHA O A AAHE QF, upon the quantity of material to be used, in the absence of any loss or error in actual
production. Ref 2
Yield 012 MA(S) - - -
Theoretical HEAEo FUHCZRH O|EHoE AME BHE = 2N F2 N/A
= Hotot
Ref 15




HXBS = A2
Reference 1 GOOD PRACTICES FOR COMPUTERISED SYSTEMS IN REGULATED “GXP” ENVIRONMENTS PIC/S
Reference 2 GOOD MANUFACTURING PRACTICE GUIDE FOR ACTIVE PHARMACEUTICAL INGREDIENTS (Q7) ICH
Reference 3 CURRENT GOOD MANUFACTURING PRACTICE IN MANUFACTURING, PROCESSING, PACKING, OR HOLDING FDA

OF DRUGS; GENERAL (21 CFR 210)

Reference 4 |EU GMP Glossary EU EMA
Reference 5 |WHO good manufacturing practices for pharmaceutical products: main principles WHO
Reference 6 Qualification and validation (GMP Annex 15) EU EMA
Reference 7 Parametric Release (GMP Annex 17) EU EMA
Reference 8 Reference and Retention Samples (GMP Annex 19) EU EMA
Reference 9 EU GMP Part 1 (Chapter 1) EU EMA
Reference 10 |Sterile Drug Products Produced by Aseptic Processing FDA
Reference 11 |VALIDATION OF ASEPTIC PROCESSES PIC/S
Reference 12 |ISOLATORS USED FOR ASEPTIC PROCESSING AND STERILITY TESTING PIC/S
Reference 13 |Laboratory biosafety manual Third edition WHO
Reference 14 |QUALITY RISK MANAGEMENT (Q9) ICH
Reference 15 [ZFALE Al & (E H2) KFDA
Reference 16 [2FALES KFDA
Reference 17 |2/ E S Le|0l0l& AAI0 28t 7 E KFDA
Reference 18 |PHARMACEUTICAL DEVELOPMENT (Q8) ICH
Reference 19 |PHARMACEUTICAL QUALITY SYSTEM (Q10) ICH
Reference 20 |Computerised Systems (GMP Annex 11) EU EMA

Reference 21

ZEAS USHAN (BRI HLH)
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