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Qualification and validation
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Principle

. \Elj

1. This Annex describes the principles of qualification and
validation which are applicable to the manufacture of
medicinal products. It is a requirement of GMP that
manufacturers identify what validation work is needed to
prove control of the critical aspects of their particular
operations. Significant changes to the facilities, the
equipment and the processes, which may affect the quality
of the product, should be validated. A risk assessment
approach should be used to determine the scope and
extent of validation.

1. AXZEFEEHOEEIZEITHEEETMBE T/
T—2avDRAIZIDONWTERT S, EELOGEESE
M. ZOHEANEEBROEELAEABTEINTIVSILE
SRS BA. EDQLSIBN)T—avEERBETHDH
BETLH LI GMPOEBHTH D, MDD REICEET
AU D H DR, RERUVIREICHTIERLGER
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T—2aVDEFERUVIEEEFRET SH-HIZ, VR
HHAWSHZE,

PLANNING FOR VALIDATION

NYT—a EHE

2. All validation activities should be planned. The key
elements of a validation programme should be clearly
defined and documented in a validation master plan (VMP)
or equivalent documents.

2. ETON)T—LaVEHEHOMNLHETEILTEIE
THIEESEL, N)T—230 7095 LDFTELRER

&, \)TFT—23 0 RE—TS5(VMP)E LMK, FhIZHE

LI BHXEICTHMEIZIREL. SERLARITNIEGRSEL,

3. The VMP should be a summary document which is brief,
concise and clear.

3. NYT—I3 RE—TSU(%, BlE. EE RV BREL
BEHUXETHS,

4. The VMP should contain data on at least the following:

4. IN)T—2aVIRI—TSUITIFDRELUTICET
BT —3%FRHLEITNIELESALY;

(a) validation policy;

(a) N)T—3VR)o—:

(b) organisational structure of validation activities;

(b) NYT—a  EFHEDMBBAEE;

(c) summary of facilities, systems, equipment and
processes to be validated;

() N\YT—2avERT SR VAT L RERUT
FEOBME;

(d) documentation format: the format to be used for
protocols and reports;

(_td_) XERHROER: TOPILRUBREEICERTLHE
X

(e) planning and scheduling;

(e) LR UVETHE;

(f) change control;

HEREHE;

(g) reference to existing documents.

(o) EFDXEDSR

5. In case of large projects, it may be necessary to create
separate validation master plans.

5. KIREDQTODIIMDIGEE . ZD-HDERD/NY)
T—aAVRRA—TSUEET HENRERIGEND
%)

o

DOCUMENTATION

XEt

6. A written protocol should be established that specifies
how qualification and validation will be conducted. The
protocol should be reviewed and approved. The protocol
should specify critical steps and acceptance criteria.

6. WIEMHIMBEUV/N\)T—2aVFEDELSIZEHET HH
HMELEZE@AEICKATORILEZERLEZFNIELZSELY,
JOraLIERBE., RBINLTnIEES40, Taka
[CIFEZEIRRRUZAREFRELGITNIEESEL,
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7. A report that cross—references the qualification and/or
validation protocol should be prepared, summarising the
results obtained, commenting on any deviations observed,
and drawing the necessary conclusions, including
recommending changes necessary to correct deficiencies.
Any changes to the plan as defined in the protocol should
be documented with appropriate justification.

7. WML LLANYT—arFaraiisxing b
WMEEZXERLBFNIEESHN, HEEZ(X, NJT—23
VIEREZFEED . BELEETORBICHT a4 RS
BL.ZBROREICTWHELGERDREZSD .. LELGKER
FEEFLIRTNIELRSEL, ORISR ELETEIIC
EREMAAEIE, B GZ L MDERBAZDIT T, XEIC
SELBTNIEEZSEL,

8. After completion of a satisfactory qualification, a formal
release for the next step in qualification and validation

AR FTEAE Y C5E T LRI, B ETE R YN
')T 3vic J‘ol'J'%)«kZF“V?"/\ﬂ)*%‘?IZ’D%IEEVJEI

should be made as a written authorisation. BHEMNSH, EEICKIFRINTHONEIL,
QUALIFICATION R E

Design qualification ERET BB AR 14 5T

9. The first element of the validation of new facilities, 9. HLLER. PRATLARIEEED/NN)T—3a> D)

systems or equipment could be design qualification (DQ).

@gifiuxﬁﬂ#ﬁ% |$n¢1ﬂﬁ(DQ)—C&690

10. The compliance of the design with GMP should be 10. GMPADEZETDEEMHEEREL. BBk T 5,
demonstrated and documented.
Installation qualification R4 BB AR 1 5T

11. Installation qualification (IQ) should be performed on
new or modified facilities, systems and equipment.

EA BRI (1Q) Z, IR XIFEE SNk
nﬁ VAT LRUEEICRHLEBLETNITESEL,

12. 1Q should include, but not be limited to the following:

12. FBAFEHERMRER JQIX. LTZELIEET DA
CNBIZRESNDEDTIEGLY,

(a) installation of equipment, piping, services and
instrumentation checked to current engineering drawings
and specifications;

@QFRFDOI =TT RERVTRIGICHLTHRSN
F-EE. BE. Y —EARUVETEDEMT

(b) collection and collation of supplier operating and
working instructions and maintenance requirements;

(b) MAXE M HIESN DR 1’F&U1’F¥®Eﬁﬂﬂ%7‘&%lﬁ
[CRTFEEZEHOIRERVER

(c) calibration requirements; (c) RIEEH
(d) verification of materials of construction. (d) #E DIREE
Operational qualification B R E AR M REER

13. Operational qualification (OQ) should follow Installation
qualification.

13. ETEERMERHERDE. 3
EELE TN (EESA,

BELFEAR MERERR (0Q) &

14. OQ should include, but not be limited to the following:

EEFRER MR, LTEETEETHMN. Ch
LIZRESNDLDTIFELY,

(a) tests that have been developed from knowledge of
processes, systems and equipment;

(a) TAER VAT LRURBDOAFZEICFHAFEL-HER

(b) tests to include a condition or a set of conditions
encompassing upper and lower operating limits, sometimes
referred to as “worst case” conditions.

(b) “T—AMNF —RAEH"EMENDIGEELH D RED L
f%&ﬂﬂ’é’ﬂabf;ﬁibf:x# BFWE—EDOEHEE
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15. The completion of a successful Operational
qualification should allow the finalisation of calibration,
operating and cleaning procedures, operator training and
preventative maintenance requirements. It should permit a
formal “release”of the facilities, systems and equipment.

BB RN E Y CE T L& BIE . 1821,
,5E/$$IILE 1?%%‘:-]“@&0%3755’]1%:? HEHZREY
%’);&75\'(3%) %*L' J:I’Jﬁﬁuls /XT-L\&U %GDIE
XGFEARRHEZREET DL,

Performance qualification

BRE I ReE AR 1R

16. Performance qualification (PQ) should follow successful
completion of Installation qualification and Operational
qualification.

16. JR{TEHEM RS R B RERIEREOREE.
BREMREER IR (PQ) ZRELGZTNIEESEN,

17. PQ should include, but not be limited to the following:

17. *31 'l ﬁbL*ﬁ'liEEuﬂ(i HT’éat;&&Téb\C
NBIZRESNDEDTIEALY,

(a) tests, using production materials, qualified substitutes
or simulated product, that have been developed from
knowledge of the process and the facilities, systems or
equipment;

(a) BERAEH. BUIMAERIN-K AR ITELR S
FARAWS, TOERRUESR. VA TLXIFEEICETS
%Hn&%%[ F;ﬁ%bf:n-tﬁﬁ

(b) tests to include a condition or set of conditions
encompassing upper and lower operating limits.

(b) BIED LRETREDELE=HAFHEH T —
HESHTERY DER

HEDE

18. Although PQ is described as a separate activity, it may
in some cases be appropriate to perform it in conjunction
with OQ.

18. BREIMEREEEMERERIIMILI-REIEL TSNS
M. HAGEICIETETNE EGREER IR TER
TAHIEFTBENTHS,

Qualification of established (in—use) facilities, systems and
equipment

EE.L'&‘#’LT—(EFE FOMERE . Y RATLRUE

ﬂll_,\

B DEE R

19. Evidence should be available to support and verify the
operating parameters and limits for the critical variables of
the operating equipment. Additionally, the calibration,
cleaning, preventative maintenance, operating procedures

L BEREBEOEELGERICOVT, BENSA—EIRY
REMEZEMIT. TOHUMEZEAT DN G<TIIAE
BIEWV, B, RIE, 3%, FPHMRSTEE., BEFIER
UCERBIIBFIER PREHENXE ISR FSNG TN

and operator training procedures and records should be 5L,

documented.

PROCESS VALIDATION JatERN\)F— 3>
General —h%

20. The requirements and principles outlined in this chapter
are applicable to the manufacture of pharmaceutical
dosage forms. They cover the initial validation of new
processes, subsequent validation of modified processes
and revalidation.

200 COETHRI I EHRVRBIIEERER DO E
[SERAIND, IR IREONENYT—ay, ZORIT

hhd . EEINEITRIZOVTONYT—2a3V RUE

NYTF—av[ZDVTEREHT S,

21. Process validation should normally be completed prior
to the distribution and sale of the medicinal product
(prospective validation). In exceptional circumstances,
where this is not possible, it may be necessary to validate
processes during routine production (concurrent
validation). Processes in use for some time should also be
validated (retrospective validation).

21, @E. TOEANTF—aV [ EEERDOFUER VR
ORI TLTWEITNIEASELT R/ T—3
Vo CHDETHETHULMAIN BIARRICE LTI, BED
BERIZTOERN)T—La =T HAIENDETH
H(EIFR/N)T—3Y), X, BRIZHAHEMEREL TS
IFRRIZDOVWTH N T—2arvZEmLA T XRS5
(BN T—30),

22. Facilities, systems and equipment to be used should
have been qualified and analytical testing methods should
be validated. Staff taking part in the validation work should
have been appropriately trained.

22. EARATBHHEHR. CATLRVEEIZDVNTEEIEREE
#EHL. SRR AZICIOVNTNYTFT—SavF E LA
(FTHIEESEL, N T—2aEEIZBMTEREY (%
WEIZENEE = (HTUOERITRIEESIELY,
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23. Facilities, systems, equipment and processes should be
periodically evaluated to verify that they are still operating
in a valid manner.

23. ThER. VAT L EKERUVIRE, EhohHHNIZHE
%ﬂ#‘é:&’ﬂﬁﬂﬁ'éf:&)i,ﬁﬁE‘Jl:EWﬂﬁé#’LEl‘H’L(iUB
YA

PROSPECTIVE VALIDATION

FRIMIN)T—3>

24. Prospective validation should include, but not be limited
to the following:

24, FRIMNYT—2aVICIEUTEETIEETEHH.
NLIZRESNDED TIEALY,

(a) short description of the process;

(a) AL XD EREAEE

(b) summary of the critical processing steps to be
investigated;

b) BARTREEELGIRERREOHME

(c) list of the equipment/facilities to be used (including
measuring/monitoring/recording equipment) together with
its calibration status

(c) AT HIEERVRBDIAL CRIEE=F— 5Lk
HREZEM) ZUITKRIEDIRKER

(d) finished product specifications for release;

(d) HETRI B HIE D= DR E R DRI

(e) list of analytical methods, as appropriate;

(e) XL T DIHFE . FAED A

(f) proposed in—process controls with acceptance criteria;

) ERHEREEZHSIRESN-IIEEE

(g) additional testing to be carried out, with acceptance
criteria and analytical validation, as appropriate;

() AEHIEEEEMHS . R T NESEMHARK. RULE
f&iﬁA ST —2ay

(h) sampling plan; (h) 2T 5
(i) methods for recording and evaluating results () $ER D0k, STl AE
(j) functions and responsibilities; O BERVER

(k) proposed timetable.

(k) BEIN-ERBFHICOVTOIER

25. Using this defined process (including specified
components) a series of batches of the final product may
be produced under routine conditions. In theory the
number of process runs carried out and observations made
should be sufficient to allow the normal extent of variation
and trends to be established and to provide sufficient data
for evaluation. It is generally considered acceptable that
three consecutive batches/runs within the finally agreed
parameters, would constitute a validation of the process.

25. RESNEIEBFEEINZEAZSL)IZAL. n—‘f“
HWRDO—EDN\YFHABEDEHETCHEIND, BiF
L, TREEOBRYRLEIH R VEREINI-ARIC otLL
BEOEHOEERVERNHMNY, £-TMmDED T
PET—ANREINLITNIELRSEND, RIEICEEL
T=INSA—BRNTOEZEI/NNVF IBEN, TOER/N\Y
FT—2avERMESERIEIIDONTIE, —BHIZZ T AR
Y (N GAYR

26. Batches made for process validation should be the
same size as the intended industrial scale batches.

26. FOERNYT—2a0D=H8ET S/ F L BER
T AREERE/NYTFER—FAXTHITNIEESEL,

27. If it is intended that validation batches be sold or
supplied, the conditions under which they are produced
should comply fully with the requirements of Good
Manufacturing Practice, including the satisfactory outcome
of the validation exercise, and (where applicable) the
marketing authorisation.

21. NY)T—=IavnNyFERE., AT IHESIE.
TNODEEEEIIN)T—2 3 0 D=H0EMRER
[COVWTHEETHHRERTHLAIZLEZED. CPOEHM
UIZ (BZRET 55 RERDELHICERISEESL
HiFniEi 540,
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Concurrent validation

BN T—3Y

28. In exceptional circumstances it may be acceptable not
to complete a validation programme before routine
production starts.

28. BISHEYEKR T TlE BE DL EDRIGRTIZ/ Y
T—2avIOISLERT LAENIENHBTEND,

29. The decision to carry out concurrent validation must
be justified, documented and approved by authorised
personnel.

29. RN T—2a ERMT HREX ZHHES
E TR, ELTA =YL A=Y VT KY ERBINGET
LIERACY AN

30. Documentation requirements for concurrent validation
are the same as specified for prospective validation.

30. RN T—avDODOXELHFESIL TR
BN T—avITRHLRESNI-EDERI—TH S,

Retrospective validation

[EEERI /N T—2 3y

31. Retrospective validation is only acceptable for well—-
established processes and will be inappropriate where
there have been recent changes in the composition of the
product, operating procedures or equipment.

31. EIEEM/NY) T—avd+ R CEL SN =-TRIIRL
THHEEEIND, WEDOHES . FEFIERIFEEICE
BEAREEEINTOSEEICIEFRELETHA,

32. Validation of such processes should be based on
historical data. The steps involved require the preparation
of a specific protocol and the reporting of the results of
the data review, leading to a conclusion and a
recommendation.

32. ZOESBIREDONIT—avIEBEDT—EICE

DNTERLETNIEESEN, CONYTFT—a VI ThE
BFIEX. HEOTORIILOER. EHOHREIEAL
EBRINBT—HINBEOHREDRESEET L,

33. The source of data for this validation should include,
but not be limited to batch processing and packaging
records, process control charts, maintenance log books,
records of personnel changes, process capability studies,
finished product data, including trend cards and storage
stability results.

33. CONYT—LavEXRRIDADT —RELT, /Ny
FMIkUVAKEHER, TREETFv—, RTFEELE.
ANBEERE, TRENR RN —FRMMRERTE
MHRRFORRERT—HOZOMLBETONS,

34. Batches selected for retrospective validation should be
representative of all batches made during the review
period, including any batches that failed to meet
specifications, and should be sufficient in number to
demonstrate process consistency. Additional testing of
retained samples may be needed to obtain the necessary
amount or type of data to retrospectively validate the
process.

34. EIFERI/NYT—2avD=HBRENF=/\vF(F, R
BICEELLEVLLOLED. LEa—HiRFICRESNT-
FTRTONYFERRL, F-TOERO—EMERT -
OTREBTHAHE, BRTOLREEIFEMITIRIET %
FOBELGERIIEBEDT 451854 REYVTIILIC
DVTEMEABRNBEIZLGDHIELH D,

35. For retrospective validation, generally data from ten to
thirty consecutive batches should be examined to assess

process consistency, but fewer batches may be examined
if justified.

35. EIEEMI/NY)T—2a EF KT 518, —HRAIIZES
L=10~30/\yFDT—2% 7Ot AN—EHZHET S
F=OIZBREBELEFNIEESHED, LML, ELEERAHS
BEIZITKYDED/NNYFTEHLLY,

CLEANING VALIDATION

N\ T—23ay

36. Cleaning validation should be performed in order to
confirm the effectiveness of a cleaning procedure. The
rationale for selecting limits of carry over of product
residues, cleaning agents and microbial contamination
should be logically based on the materials involved. The
limits should be achievable and verifiable.

36. N\ T—avE, KEFIEOEMEEHEZET S
F=OICERELZITNEELEN, HEOERBYDFv)—
F—N— ERFFROMEDNF RIS OVTOREBDE
EF, BT HEMBHIT T HREBRALARLZEDNT

W EEs0, [REMBISERFTRETHY . FI-1RELE
AIRE TR NILIE D780,
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37. Validated analytical methods having sensitivity to
detect residues or contaminants should be used. The
detection limit for each analytical method should be
sufficiently sensitive to detect the established acceptable
level of the residue or contaminant.

37. BEBYMRIEEEYMEERETELIREEZET H/\

T—avEREBEOAMAEERAWNZITNRIEESEN, &
PHAERIZODVTORHBR (L, BIISh=FARLANIL
DEREYMR L FLYMEERET BT+ RIRETHIT
NIEESELN,

38. Normally only cleaning procedures for product contact
surfaces of the equipment need to be validated.
Consideration should be given to non—contact parts. The
intervals between use and cleaning as well as cleaning and
reuse should be validated. Cleaning intervals and methods
should be determined.

38. AEFEEDH MEMREISHT HREFIEDA/N\
T —2avEERTINENDH DN, FEEMERSITRL
THEEELAZITNIEELAL, ERAMEFEETOLM.

BRITEEICBFERADETCOEBDORRLERIELL T

NIELSHEL, E2BRRVAZERELLEFNIELESA
LYo

39. For cleaning procedures for products and processes
which are similar, it is considered acceptable to select a
representative range of similar products and processes. A
single validation study utilising a “worst case” approach
can be carried out which takes account of the critical
issues.

39. BUITHRBRVIEICHT HHEFIRICDONT,
FUHR RV IEORRAGHERZRRT DTS
NBHEEZONTWNS, EXGHEEZZELIZ“T—XK
=R BIZDOWNT, BID /N T—2a &R kT HC
ENTES,

40. Typically three consecutive applications of the cleaning
procedure should be performed and shown to be
successful in order to prove that the method is validated.

40. BZEBFAENN)T -2V REFTHAHA_LEAL
BAY 4. BRAFFIEZIEERTERL., ALICE
ERSEITNIEEDIEN,

41."Test until clean” is not considered an appropriate
alternative to cleaning validation.

41. “FRICEHETHRY BTN\ T—avIx
LB REFEREEHATSINEGL,

42. Products which simulate the physicochemical
properties of the substances to be removed may
exceptionally be used instead of the substances
themselves, where such substances are either toxic or
hazardous.

42. RESNDREMENAERIAEETHLHERICIIE,
BIShELT, ENEEBILFMEENELUT SR RE L
NEBERDRDYICERATHIENTES,

CHANGE CONTROL

EEEHE

43. Written procedures should be in place to describe the
actions to be taken if a change is proposed to a starting
material, product component, process equipment, process
environment (or site), method of production or testing or
any other change that may affect product quality or
reproducibility of the process. Change control procedures
should ensure that sufficient supporting data are generated
to demonstrate that the revised process will result in a
product of the desired quality, consistent with the
approved specifications.

43, HREH. WRMAER. TREE. TRBHU
SR, WS A, SERAAICH L, MR B E XL TR
OBERMEICEEERIFT D HHEBARESNT
B RAREHEIC OV TR FIRRE B THAET
NIERSE, EEEEFIRERNS HoET. ZEED
TRIC&-T. IS EAT HBENMELRSLET
T BRA T — AN E SN B EERELA RIS

A

44. All changes that may affect product quality or
reproducibility of the process should be formally requested,
documented and accepted. The likely impact of the change
of facilities, systems and equipment on the product should
be evaluated, including risk analysis. The need for, and the
extent of, requalification and re—validation should be
determined.

44, BEGERIITEOBRMICEETSAEEEDHD
2TOZERIE, EXICIREL,. XELLTEHEL, KT 5
& TR VAT LRUVEBEDERELNERBITHLTRIF
TEEL.IRINHEEHTEMTHIE, BERMET
ERVEBN)T—avIst T 20ES, B5RIZFDEH
FERET DL,

REVALIDATION

BN\YT—2ay
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45. Facilities, systems, equipment and processes, including |4
cleaning, should be periodically evaluated to confirm that
they remain valid. Where no significant changes have been
made to the validated status, a review with evidence that
facilities, systems, equipment and processes meet the
prescribed requirements fulfils the need for revalidation.

EEEESDE BE. VATL EBERUVIRIX.F
nbb\;ﬁfﬂfﬁ)éhtéﬁmud_éﬁ EEHE'JI EE i gt
o NYT—aV BOREIZHLERBEENTHNT
WELMEEIZIE, R VAT L EBRUIENFIED
BEHISEETHEVNSIIHEHSLEA—4FERET HE
T.BN\YT—2aVERLT,

GLOSSARY

FHEE

Definitions of terms relating to qualification and validation
which are not given in the glossary of the current PIC/S
Guide to GMP, but which are used in this Annex, are given
below.

AXETHERALTLASD, IBRITOPIC/SGMPH /RN S
EICIFEBE SN TOVALER TR SN\ T—230I2
BEETHHBEOEEZUTITRY,

Change Control

A formal system by which qualified representatives of
appropriate disciplines

review proposed or actual changes that might affect the
validated status of

facilities, systems, equipment or processes. The intent is
to determine the need for action that would ensure and
document that the system is maintained in a validated
state.

LTEEHE

BEINT-E
*E@*ﬁn&éhf-'{klﬂ(\
RIEFETEN-ERICOVTHERIIERGV AT L, £
D EMIE. S AT LIRIESNIREEIZHIFSA TS T
EEREEL. BRI AEXEDLEMEZRETAHLTH S,

BEEARED, R, VATL EEXET
TEERITIAREEADHD. IRE

e

Cleaning Validation

Cleaning validation is documented evidence that an
approved cleaning procedure will provide equipment which
is suitable for processing medicinal products.

HBENYT—ay

ARBRSNEERFFIEERTIAHET. BENEERDOR
EISEY)EGSHIEERIET HXEIC E'éhf: AlEHL

Concurrent Validation
Validation carried out during routine production of
products intended for sale.

RIEF9/ 3 F— 3> o
HERAR GO ERRERIZERETL/N)T—3>0

Design qualification (DQ)

R &t BRE S M ETE(DQ)

The documented verification that the proposed design of |fEE%. VAT LRUVEBEDIRESN=HFHAFTEHAOER
the facilities, systems and equipment is suitable for the I:‘Fﬂ'ﬂ'%) EENELI-REL

intended purpose.

Installation Qualification (IQ) PR BB S T ST IQ)

The documented verification that the facilities, systems WEER. VAT LRUE fJﬁEﬁﬁXliE&&kﬁl_s FHEh

and equipment, as
installed or modified, comply with the approved design and
the manufacturer’ s recommendations.

R RUREEOERICEE T HLEXELLI-HREE

Operational Qualification (OQ)

The documented verification that the facilities, systems
and equipment, as

installed or modified, perform as intended throughout the
anticipated operating ranges.

B R E AR M EEM(0Q)

ME%. AT LRUVEEN/ BB IIHRERIZ, TESA
7_‘: EBEEF CTERL-BYIZEENT AL XEILL-&R
i

Performance Qualification (PQ)

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.

1 B A 1 ST (PQ)
i, S RTLRUEEE—ICEHLEE, KBS

ITREVEARBICEDSVTHERMICBRETTH L
EXELL-&REE
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Process Validation

The documented evidence that the process, operated
within established

parameters, can perform effectively and reproducibly to
produce a medicinal product meeting its predetermined
specifications and quality attributes.

JOtwR/N\YF—3
FEILLT=/\TA—FNTEER T HITIEN. BRIIZESHLN
FHEERVUREREICEE T IEERTEET H1-O%
ERICERERT A2 XEIE LT

Prospective Validation
Validation carried out before routine production of
products intended for sale.

PR TF—S Az ‘
7 I O BRI 5/ U T —ay

Retrospective Validation

Validation of a process for a product which has been
marketed based upon accumulated manufacturing, testing
and control batch data.

EIEERY/ N T— 3 ]
BRFEEFDEMD TIRICONTITS, ERFSNHIE, &
B, RUBED/N\YyFT—RIEIN\)T—3y

Re—Validation

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.

BN\)T—3ay

FTEEEFIEIH--TEAINT, I/ HZEIZHTS
ZEN. IEOEFEERVEZOREIZEEZENGNE
HRIETHAED. TOERN)F— 30 DEYRL

Risk analysis
Method to assess and characterise the critical parameters
in the functionality of an equipment or process.

RO
HEXIITEOKEERICE TEER/N\FA—FZF ML
(=R RV Ps S

Simulated Product

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.

R

N)T—2avTOEGIZYEN, RUOERE T, 1%
BB Z (X, $5EE ., AR, pHIE D IEFE ISR T 5
B, 2LD5E. INoDEHHEIXERZD TSR/ \wFIZ
KUiE=shb,

System
A group of equipment with a common purpose.

VAT L
H£EBDOBHEART L —HOEE,

Worst Case

A condition or set of conditions encompassing upper and
lower processing

limits and circumstances, within standard operating
procedures, which pose the greatest chance of product or
process failure when compared to ideal conditions. Such
conditions do not necessarily induce product or process
failure.

J—ANr—2X

BEMGRELLEBRLEGRIC, #ARXIIIENATERE
BAHMREMERKRET D REMNEXRFIENICEITS. T
BECRREDERETRERELI-—DODEHRII—E
DEHE, NOoDEHEFRTLLHRRIETEOLRE
SIEECTEDTHAIBLELEL,
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