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EEAAH S AFGZ MY Quality System & Management Responsibilities
No. = ol
: SEUHO| 2M3te|of YD ™ X RA0jA Olgh-SFEl 2 A=7F? -

=]
s the quality policy documented and understood and communicated to all employees?
x

ZET0| FEFHL} FEIUE F7IH2E HES=EIR

AL

Does management periodically review quality objectives and quality performance?

SEFHEKP)ZI ArEFER AZE O A=712

Are quality objectives (KPIs) linked to business objectives?

Management Review 7} 7|82 2 2YE|=71?

Is Management Review conducted on a routine basis?

Management Review 2| QX2 E=ZKX[7I Hetst7t?

Are the inputs and outputs of Management Review clearly defined?

=2 oE MEFM ZST G MY0| o= A=7F?

Are management roles and responsibilities defined for quality-related decision making?

£%o| B3 2ladot SMa97t B0 BaElETh

Are organizational quality risks and priorities escalated to senior management?

SEZL NS0 34 M= 2SR =P

Are quality culture improvement activities managed as formal programs?

FEA2ES d5= QUM E Edsts MAZE A=t

Is there a mechanism to assess quality management maturity (QMM)?

10 S8 A3 FEE 0| otLtol oM 2 2| &l=7t? -
Are supply reliability and quality management managed under a common agenda?

PQS A T2 NA 7 97 BRI} Folg|of YTt
11 O
Is the linkage among core PQS processes clearly defined?

L | BEEH SN YUT0 el U ERE U] 2T -
Does management promptly realign resources and priorities when quality issues occur?

© 2026 Bio-Support & KPTEC | GMP % '#z|djo|d {ME + ng | HO|X| 38




Do manager-level leadership programs include quality culture and QRM?
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2. Q19! 8! W] Personnel & Training
No Hags gtel
| Heg awa gl 2xstelof Yok _
Are role and responsibility requirements documented by job function?
, | H79 2+ azyagazol oo etk -
Are required competencies and training requirements defined for each role?
At AR gt HE 0T 7t MARCRE RAL=71?
3 Are onboarding training and on-the-job training systematically managed? =
70 Mg 5 MWAHF 7|20 EXSHETE
4 Are periodic retraining and requalification criteria established? =
FoAESDIHOH 2|7 & WS7|8 0g0| Zotk[=7}?
5 Does training include behavior-based topics such as aseptic behavior, data integrity, data O
review?
ng 2adS A, 2HE, ATEIZ =50
° Is training effectiveness verified through testing, observation, and on-site evaluation? =
ALY A0 o B XtAZE| A7 UA=7F?
! Is there a dedicated qualification program for personnel performing high-risk tasks? =
S 0j0|=At E= Oj=EAe| &Y Mt 7|=0| A=7t?
8 Are there task restrictions for untrained or insufficiently qualified personnel? =
wsu AE-CAPA A7 AA & =7F
? Are training outcomes linked with deviations and CAPA findings? =
XQIXt Q& IjEO| @Y ZEHX Mo Brg =Tt
10 Are operator error trends fed back into training content improvement? =
» #HE|AtE 2 HY 1|0 FE 2Lt QRM O] etk =7t -
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3. A|d 2 MH| Facilities & Equipment
No. gg=s gtel
, Alda 2H|o| Mt d 87t SE7F Fetotote -
Is the qualification status of facilities and equipment clearly defined?
) dH =20 F2E =&/7F fAIELD A=7 -
Are equipment inventories and criticality rankings maintained?
FET(PM) A =O| flE7|Etez 2EE=71
3 Is the preventive maintenance program operated on a risk-based basis? =
4 Hud QY 5187|F #2|7F MAH A -
Are calibration schedules and acceptance criteria systematically controlled?
Hu| D% U 0|N0| BUYHYLeL AR =T
> Are equipment failures and abnormalities linked to quality impact assessments? =
6 FEEES], & 7t §) ZHHE 7|1F0] Zel=o A=7F? -
Are monitoring criteria defined for utilities such as air, water, and gases?
. HE7Y = 2799 SFxAU0| HEY| a|= =71 -
Are environmental conditions in cleanrooms or critical areas adequately controlled?
o | £ 8B A HRele NN A B sk -
Are change control and requalification performed when equipment is modified?
TAHEH/A2ZEQIO #E Al CSV/CSA F 20| HBE=71
? Is a CSV/CSA approach applied when computerized equipment or software is changed? =
0 Cleaning/maintenance 7| E0| HA|0f 2. HEE| =717 -
Are cleaning and maintenance records completed and reviewed in a timely manner?
» AH| 75 & 1Y E-FEIYO/ KPI 2 2|5 =717 0
Are uptime, failure rate, and quality impact of equipment monitored as KPIs?
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4. Xpxj 3! 32 UH| 22| Material & Supplier Controls

No. Hags gl

Approved Supplier List 7t |41 HEf2 FX|2[E=7}?

Is the Approved Supplier List maintained current?

SN 44887t 7|=0| A7z oo A=7P?

Are supplier qualification criteria defined using a risk-based approach?

Ut SS8H S ZAL =t

Is the new supplier approval process clearly defined?

7| MBIt Requalification) 7t =¥ & =7}?

Is periodic supplier requalification performed?

A LngAret AY-SQ FERIEFOIE0 ATt

Are incoming material inspection, testing, and approval procedures defined?

SEEM dakE7], 2 O1E7F RLUHEEE1

Is supplier performance (delivery, defects, deviations) monitored?

AYE7t 52 SSAO| Oigt =71 22| 7F EXSt=71?

Are additional controls applied to high-risk suppliers?

CMO/2|F 7| 2H0f| CH$E Quality Agreement 7+ M ZZ|0f QL=7F2
Are quality agreements in place with CMOs and outsourced service providers?

sad B3 A HEH2(et SESLE /N s =P

9 Are change control & quality impact assessments performed when the supply chain O
changes?
Bazxd 8 259 Hetdo| &olkl=7h?

10 =

Is the suitability of storage and transportation conditions verified?

» S A Olf 7t COPQ W S=tEd K&t HEE =71
O
Are material and supplier issues linked to COPQ and supply reliability metrics?
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5. M= % Z™&2| Production & Process Controls

No. Hags gl

[=]
38 =51 32 SHFF = A=

ocoLT

Are process flow and critical process parameters clearly defined?

BiXIZ| ZEAM 7L X Y-S d=d] BF5t=71

Do batch records accurately reflect actual operations?

Y T T2 L20[H7F dAIZ E= A0 HEE=7F?

Are critical parameters reviewed in real time or within an appropriate timeframe?

S8 0|y Y Al SSEIet SAIZX| HA L A=71

4 Is there a system for impact assessment and immediate action when process abnormalities O
occur?
: SYEa(H 0] HEft HE 7 7|F0| Hetotot?
O

Is validation status and re-evaluation criteria for the process clearly defined?

QbD EE= BHOISH ZDH7E A A B0 B g ETp

Are QbD or process understanding outcomes reflected in the commercial control strategy?

A& SHAS(CPV)0 25 AP

o oOoo

Is continued process verification (CPV) in operation?

glgae| 4t 78 Kpi ek HEL =71

Are change control outcomes linked to process KPIs?

HiX 7t HS N0 FREAoz BalslsTh

LO o

Is batch-to-batch variability managed through trending?

10 =2 ZHM0|Lt LEHO| W< -CAPAValidation Off HAE| =712 -
Are critical interventions or deviations linked to training, CAPA, and validation?

K= IHRFT, cycle time, release time §)7t 224 Y X|®E2 B2|2|=7f?
11 Are manufacturing performance indicators (RFT, cycle time, release time, etc) managed as O

quality management metrics?

1 3’8 HI0|E 7t Management Review O & &|=7}? -
Are process data included as inputs to Management Review?
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6. A& 4 22| Laboratory Controls
No. gg=s 2ol
Al o] HA Y/ el 0] JEf7t F=etot?
1 Is the qualification/validation status of analytical methods clear? =
Al gHlo MetdEotet ugo| RXIEE=71
2 Are laboratory equipment qualification and calibration maintained? =
Axtz ol FA7| 22| YFAO| BEE|ET}?
3 Is the integrity of raw data and electronic records ensured? =
A OO0S/0O0T EAt7t F2ol&[0] AU HREH HEE|=7 -
Are OOS/OQT procedures defined and consistently applied?
Algd Ol ZIt7F CAPA F 3YINM R AAR[=7}?
> Are laboratory abnormal results linked to CAPA and process improvement? =
Algd Hole ZEE40| +AE=7t?
° Is laboratory data trending performed? =
AlSt/BES/HIXIS 22 7F HA X 17t
! Are reagents, standards, and media controlled systematically? =
g A Hsha| Qb Audit Trail Review 7t 2 G &[=7F? -
Are laboratory access controls and audit trail reviews in place?
LIMS == H& A|I2-Q| HIOJH 2|/ EX7F EXSt=71
? Are data review procedures established for LIMS or related computerized systems? =
10 Alg X|210| Release Delay 2t COPQ Of O/X|= ¥&0| ZHE| =71 -
Is the impact of laboratory delays on release delay and COPQ measured?
» AlEA KPI 7} Management Review 0| A HEE|[E=71? -

Are laboratory KPIs reviewed in Management Review?
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7. A8 o o= X| CAPA

No. SRR

1o
S

UEHDeviation) 229 ZA HA7F eIl

Are deviation classification and investigation procedures clearly defined?

o= HAZH(RCA)O| BESIE|O] AU=7t?

Is root cause analysis (RCA) standardized?

CAPA 7|stat MQIX}7t HEs| Holg| =7}

Are CAPA due dates and ownership clearly assigned?

CAPA =1hd E7t7F SAHOIX| R0 HEHU7P?

Is CAPA effectiveness evaluation practical rather than merely formal?

HEE O|SH/8HE 00S 2 Alse HA 7L A7k

Is there a mechanism to identify recurring deviations or recurring OOS events?

CAPA Z1t7t SOP- 1S AH|.8FI|HC 2 HAAL| =7}

Are CAPA outcomes linked to SOP updates, training, equipment, and process improvement?

Shiet S20lsv= ST B 7|F0| A&=7h?

Are there defined escalation criteria for major quality issues to management?

AMEEXQF Y=X7F FEEO AR =7F?

Are corrective actions and preventive actions distinguished in design?

CAPA backlog o X|¥ CAPA 7t ZLIH A L|&=7}?
Are CAPA backlog and overdue CAPAs monitored?

0 CAPA SZ0| KPI & COPQ 2 HAL[=7}? .
Is CAPA quality linked to KPIs and COPQ?

y CAPA H|0|E{ 7} Management Review Of B E|&=7}2 0
Are CAPA data incorporated into Management Review?

1 37 HI0|E{ 7t Management Review O & &|&=7}? -
Are process data fed into Management Review?
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8. 2M % 7|E 32| Documentation & Records

No. SRR

1o
S

SOP At ZMAS F=7t Fetetot?

Is the SOP system and document hierarchy clearly defined?

O

=M SUINGHIZ X7t 250 [Tt

Are document approval, revision, and distribution procedures established?

Y A0 HMELZ HE[E =7t

Are current controlled copies available at point of use?

1B G Al HAIE, =g, tEE0| "EE =

Are records created with timeliness, accuracy, and completeness?

7| =810 "xt=Fof tigt 7[=0| et

Are criteria for manual and electronic corrections clearly defined?

HAHEAM/eQMS Of Hotzta| ot ZAREHO| HETHIt?

Are access control and audit trails for electronic documents/eQMS appropriate?

=M MA 7L =St SR @271

Is the documentation system not overly complex?

71% HEIL IAH MEO| OfL 2 LI AE SH 7P

Is record review focused on content rather than formal signatures only?

=AM QF CAPA/HAGRE|/WF0| AAL|E=T}?

Are documents linked to CAPA, change control, and training?

o | B2 ZHI EEN0 BEAs0 etk
O
Are key forms and templates standardized?

=AM R 7|5 23 DI 0|17t deEM el =7t

11 U
Are documentation and record-related DI issues trended?
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9. nZHE9t 91 AT & 22| Complaint Handling & Post-Market Surveillance
No qagd= ol
DHEO YRR FAL BRI YOlE0f YeTp
1 Are complaint receipt, classification, and investigation procedures defined? =
5 SEZe 23 ST L8 FOV EE =R -
Are product quality defect complaints distinguished from general inquiries?
3 3|%=(Recall) BXtQt ZO|Z & 0| EX|S=7t? -
Are recall procedures and mock recalls established?
AT = HETJL CAPA 9 HZARZ|2 dAR|=7)1?
4 Is post-market information linked to CAPA and change control? =
20 2290l A|AE ASHEMO| £ =7}
> Is trending performed by product, cause, and market for complaints? =
6 STAE, 23 UE 7 EE/AYI &N BEE|=712 / Are supply interruptions, stock-outs, -
and returns reviewed together with quality risk?
DM S0 CSAIZE D S AAZHO| KPI 2 2| E[=7F?
! Are complaint response and closure times managed as KPIs? =
Q| F HIfH|E(COPQLzM nAZTEEF HIES A=
8 Are complaint and return costs captured as external failure cost (COPQ)? =
AEEXQ ZHT 21 7|F0| H&ott?
? Are escalation criteria for market actions and management reporting clearly defined? =
0 Al = 2R 27 Management Review Of BtE Z| =712 -
Is post-market quality information included in Management Review?
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