MANAGERIAL SYSTEM
BHEHARY

® Administrative/Role & Responsibilities

BRI/ AR 53

YES

NO

Current organization charts available and accurate?

SRR GOy Al

Policy/procedure that defines the responsibility and authority of QC unit.
E QC &R TR IR BT 77 BT 8iAE 7

Have the responsibilities of each functional group and supervisor been clearly Defined, including testing
and operational requirements, SOPs, and all other Critical functions?

Aoy T/NHANE B (IR TN A B R RE , SIS ERAE 25K . SOPS LK HoAth ) o it 2
Ko

Is an organizational structure in place and properly staffed to assure all required Testing/monitoring support
activities are performed?

R TG A A REE N, A8 TORUERTAT ZRAG S« M I SRS Sl TRAT -

Is the span of control adequate?

FEHVEER TS S, 780?

What is the ratio of supervision to analyst?
ST B R DY

Are the roles and responsibilities for each position clearly defined?

B AL (BIB9S AT S s WA R E 2

Are job descriptions available?

e m AU ?

Pz




*  Are signature authority, responsibility, and accountabilities appropriate and clearly defined?

AR DU E I D2 A WA e ?

* Do systems exist to enhance communication, understanding, and working relationships between Laboratory
and QA personnel?

FESTI S 5 QA 2 IR T A SRS Bl . BRARLA % TAE X R IORER 2

* Does a personnel performance evaluation system exist which tracks Laboratory Personnel strengths and
weakness and establishes corrective action procedures to Mitigate any weakness ?

& AN ZWEGTFITFE)T IREF LG FEA RN F 55 LI IETTSIFE )7 W 175567 7

* Does a master testing schedule or similar document(s) exit to insure smooth workflow, and minimize
Laboratory personnel over commitment?

75 A F DAORAENUR] TARRURE , e/ MU SEge: s N 53 b T PR A9 A v 11 2 B8 R A B R ST A (s) ?

* Do current CV's and resumes exist for all personnel including consultants?

R A P G AR A N fa T ?

® Training
B

* Have the educational, training and work experience requirements for each laboratory position been clearly
defined and do they reflect current standards in the industry?

XTSI AL EE B IN TAR LI R A BRI TR SRR A I E 2 0/ -7k
HIGLTTIRIE, N2 2 AT LR e ?

* Are training requirements clearly documented in a SOP. (Including Managers, Supervisors, Analysts and
Temporary staff)?

FiIlFKRAE SOP R GAHMHKIME (BfELH, FEE. 2t ) LLIER 5T ?

* Has a training curriculum been developed for each position which clearly identifies all required SOPs and
Policies, safety, cGMPs as well as all other internal and external courses or programs? (Database or hard
copy?)

R E T ) SOPS. TKIE. 224, cGMPs LS FTA HoAt ) A FAN AN ER TR FE B U7 28 (s 22
BRAERE D) (35 REE S BT K 2

45 U5 2 7T




Is job-specific training identified?

IR T TAEM BRI S e 752

Does each employee have a training file?
B TREHGEICH CRED 2

Are the training histories for each individual current? (Database or hard copy?)

FTHIRRAL R TR A NI P RO A s 5 D12

Have all laboratory personnel been properly trained?

FIAT IR N 1 A2 7545 238 1 (K51 2

Is this training documented and where do these documents reside?

M AREICS, HAAE?

How is SOP training conducted?
UnAAT St SOP #1112

Are metrics used to determine acceptability?

T A RS AR E?

Is there a laboratory certification program?
e A LR = IAIERE P ?

Has an individual been designated as the training coordinator or manager?
e A 58 BB I D1 e B 2

Is there evidence or rmanagement support for training and training programs?
e A B IR BRI T S AR Fe SO 2

Does a formal training budget exist?

A AR (23 FEE?

Do vendor-training records exist?

e m AN R R IE 5 ?

Pz




Is there evidence that newly hired employees are evaluated for skill level and competency

e AR 2R TR Y 5 TR 0 BOR K AN RE T B PPA 2

Is there a formal training schedule in place and is being executed?

e i A IR IR F IR AT ?

Is there evidence of employee re-training?

Fe A R L E R UEE ?

Is there a positive attitude with respect to training on the part of Management and Laboratory personnel?

R0 LG = (1 BN S I B 40 e A — MR A B 2

Change Control
AR B 1%

Is there a current Change Control system and written procedure for authorization, documentation and
implementation of changes that may have a regulatory or quality impact?

A HER) H AR R GNMURA B IRER ? 2 528 AT Jm A A B JoT & 1 7T BE R ?

Who is responsible for administration and approval of Change Control system?

WE ST BRAS AR R G0 ? WA 51 LA AR R4t ?

Is there a tracking system for changes?

EEHR IR RS

Does the Change Control system include mechanisms for planned changes to:

AR B i) 22 Gt e 7 A A TR A AR SE AL -

Standard Operating Procedures?
PRAEERERLRE (SOP) 2

Formulation?

A7 ?

Manufacturing Process

Pz
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YR U

Major Equipment?
TERE

Batch Size?
fitE?

Production Site?

A R ?

Raw Material or Packaging Material Supplier/Process?

JE D R R R e B A i A ?

Testing Methods?
M7

Product Specifications?
PR ?

Raw and Packaging Material Specification?

J5 D RPN A R A 2

Changes in Regulatory Requirements?

AL EER ?

Defining Major and Minor Changes?
& L EEFIRE AR ?

*  How are unplanned changes made?

Tt R AR T R AR AR A A ?

*  Who approves those changes?

WEALAE X LEAR BT ?

® Communications/Reports

45 TS 5 70




WIS ARE

* Does the lab conduct statistical quality control?
SRR SR AT G R ?

e How is this information communicated?

A5 B R I AR 1 2

e Are lab OOS results trended?
SEI6 2 00S 45 R faA a2

* Is there a system to inform QA of negative trends?

XA RGAEE R QA I FEH & A R AE S ?

* [s management notified in a timely manner of all laboratory rejections and negative trends?

FEARZE T A SEs = MTE AR 5, 2 SO iE kA N5 ?

* Is the information on OOS,lot rejections,etc.supplied in a timely fashion for Annual Product Reviews?

FEAEFE P S By, 25 00S KIfE R, AFEHEN g ?

*  Are laboratory operations audited routinely?
e A LG S PR R 2

*  What is the frequency?
WA AT 42

e Are the results documented?
iR/ K?

*  Are corrective actions done in a timely manner?

R M IE?

*  Who receives copies of the audit reports, responses?

R RIS HE? R EH R ?

* [s there a self-audit program in place?

45 15 6 7T




REEH - MEHNE R ?

e  Documented?

LKk ?

*  Follow-up on Corrective Actions?
X Y TE 5 I R 7 5

*  Are internal audit reports reviews with analyst?

e T AT A R AR [T B  r ?

*  Are there systems for periodic review of testing programs and QA systems to remain current with industry
standards?

RARGEGAEMH AR, QA ARG G ZIUT AT IARHE?

*  Has this process been mapped, does it identify timelines, corresponding SOP and is the map visible to
others?

BLFER RS HERINT 626, XTI SOP LIRWRMANE I ?

*  What laboratory committees are in place?
M AP o S AP R G VA

* How are the laboratory committee(s) meeting minutes and actions proposed and taken communicated within
the department?

S E R GI U SE R 2 WAL EE, IR SR AR EUAT Bl R0 T P 8 52 It 720 3 2

* Are data reported in all types of reports easily traceable to raw data?

et R EUE 2 15 A B 1B B B T R AL A S dn K 2

® Trending-Statistical Quality Control
G R B

* Is control charting of data performed?

B 12 ] B RS B AT ?

Points to consider:

F 45 TS 7 70




B E K

Finished product
Jilth

Raw material

J5 D R

Covered by an SOP
A i ) SOP

Frequency of evaluation of control chart

AR ] B R P4

Appropriateness of response to evaluations

3 4 1 B NP

Stability Data
R e 1

® Complaints

B

* Is there a formal product complaint handling system in place, including some system of complaint
monitoring, and statistical review?

FRETHIE R M BOF RS, SR ERr R RS, LG R ?

Points to consider:

EIBIE R

Defined by SOP
SOP ) 5E X

Consistent with regulatory and industry practice
FFEERIAIAT L A5 1)

P
D
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® Laboratory Purchasing

* Are levels of approval defined and appropriate
e FLE o) ?

* Are items purchased from qualified vendors (e.g. raw materials, regents, standards, instruments, etc.)?

RETA RPN H 3 ek B, bl G555 7

OPERATING PROCEDURES
BRI

® SOPs-General
SOPs-i& N

* Is there a comprehensive and current laboratory Standard Operating Procedure system?
EMA —NERE BT H BT SEE = bR R R 7 ?

* Is there a list of all approved SOPs?
A FTAALER SOP Hx?

*  Are the SOPs current, clearly written and accessible to all appropriate personnel?

BT SOPs, Xif 5 A A RN B3 75 A1 5 1 s AT ] 22 g S 2

* Is there a system for periodic review of all SOPs to assure that they are consistent with current Company
and industry practices?

KA BT SOP [ I8 A%, DAB IR EATS a0 2w FIAT kA5 1] — 35 2

e Is there an SOP governing the SOP program?
B —A SOP L P K& # SOP?

* Is there a system for controlling the issuance and revision of all SOPs?

e A R BRMELT BT AT SOP [ AR 487

45 U5 9 T




Are policies and manuals used that supplement the units SOPs?

& T A BORAFE 8 9 SOPs f) PR AL Ah 78 2

How easily accessible are they?

AR]85 5 (P B2 2

Are all SOPs reviewed and updated at least every 3 years?

FT A ) SOP [BlEiATEE Hr &2 /046 3 45 1 4K

Are There Specific Standard Operating Procedures Covering:

RAEE BAKK SOP B ?

Change Control?
AR SR

Record review and release requirements?

TSR A% 5 T R ZER ?

Description of the requirements for performing data review?

Hs o % R AR ?

Laboratory records (are raw data recorded in bound notebooks or controlled worksheets?)

KIGEIdR CRIEBRR G RIS A S TR

Dissolution testing?
Vgt ?

Sample receipt, documentation, handling, storage, and control?

FERESZ . Bl AEE. AR ?

Laboratory investigation/OOS results?
FA = I A/00S 45 A ?

Validation of Analytical methods?
I3 BT TR RAIE ?

Pz
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Impurity policy for new impurities and/or higher levels of previously knows impurities?

HTRIZR 5T, /B R Y R A BRI ?

Laboratory computer validation?

S = T AL ?

Preparation, labeling, identification, expiration-dating, and storage of chemicals, Reagents and solutions?

il ARZE. AR R H ROWAME A dh i A BRI ?

Equipment/Instrument use, PM, calibration and qualification?

BAMCESIE R, BB R IA

Appropriate labeling of out of use lab equipment?

AN FER A P A S 6 3 T A AR A5 2

Glassware washing?

PR AR MIE 1L ?

Lockers for analysts, uniforms?

AT R SA AR, A TIER?

Practices regarding housekeeping, safety glasses, eating in labs, smoking, etc.?

K s HHEBREP R TR ZaRE. 2. RS2 SAFAE?

Waste disposal?
JRYAL B ?

Laboratory Sample?
SEIG AR A AL ?

Is there an SOP for defining appropriate sampling plans for all QA testing?
Fe B A RUE A QA TGl =4 A HURE 1 41 2

Are samples randomly chosen and are they representative of all portions of the lot?

A2 TR RENLE R MFEA, 20 B HRIE?

Pz
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* s there an SOP for receipt, documentation, handling, storage and distribution of laboratory samples?

LI E R T AREMIER . il AHL, FAEM I K ) SOP?

* [s asample log-book maintained?
A SR A S ?

*  Are samples tracked?

P2 A BRIER?

* Is sample disposition included in tracking?

FEmh e A AL, BARIRER?

* Are areas available for sample disposition(retention, destruction)

T AR ACB T (REE . BH580 ?

* [s there an authorized signature list, including persons names, initials, and responsibilities?

e mARAERNS R, WREkS ECERAL. TR | FUE?

* Arerecords available and are samples labeled appropriately to include: Sample description, source,
quantity, date sampled, date sample received for testing?

WG], FEMBOZINGAS, G FERME. SRIE. BoE . BURERFa] . IS A L e e () ?

*  Are sample storage areas properly identified and maintained?

F& 75 BE IR TR df ) ORAF R ZE X 35 7

* s there a sample backlog?
B AR ?

® Laboratory Chemicals, Solutions and Reagents:

SKIg EA A BB

* s there a written procedure for receipt/storage of chemicals and reagents?

A it AR )4 32 A7 A 75 A T TR RAE ?

*  Are they properly labeled with date of receipt, date opened and expiration and retest dates?

iy EREAEZ Y. THRE Y. AR00 (868 R MR KIS

345 JIEE 12 11




Are lab prepared reagents and solutions properly identified? (chemical name or symbol, concentration, date
of preparation, initials of the analysts who prepared it, expiration date)
S == F AR R B A E S AR IR? (A ERT S W, BE RS, IEAN. A3
L)

Are records available to document preparation and standardization of volumetric solutions?

AR B EHIC R, WEBE T ARICR?

Is the frequency of standardization of various reagents described?

B AR bR R e 75 R E ?

Is it consistent with USP?
BT EREZGHm?

Are standardized reagents stored to assure integrity?

WA, LR 52 B2

Are procedures for preparation of laboratory reagents and cultures described?

UG = AR SRR R AR A ?

Are procedures for maintenances of laboratory reagents/cultures described?

G AR TR A 7 A E ?

Laboratory Reference Standards:

LI =S H b

Is there a written procedure for ordering and receipt of compendial standards and non-compendial reference
standards?

T A VT AN 52 24 S AR HE AT R 24 e 225 b v ) o T LA 2

Are the primary standards the current lot listed in the USP?
— YRS T Sk [ 25 b B L Y 2

Is their receipt logged?
ALK

Pz
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* Are all standards labeled with name, source, lot number and expiration date?

FrE WIbrHEPR S S EEE: ARR. SRR, A5 A 0]

* Do written procedures include provisions for prevention of contamination of Primary standards?

X5 eI P S AR v A 7547 45 181 R RRE 2

* Are standards stored in a secured area under environmentally Controlled and monitored conditions?

P 75 A PSR 1) M 000 2% A (A A 855 o £ A7 2

*  Are procedures for assuring standard integrity available?

e A AR PRAIEFRHE S BE R H ?

*  Are working or "house" standards checked against primary standards at least every Two years?

TAEbR B AR AR HE R 15 22 /D6 2 SRR — Zbm Rz — K ?

*  Are stock solutions appropriately identified, and are their re-use based on their stability?

il S O AT G A E BB AT 5 AL E A MRS E M At B 1 ?

* Do procedures exist for the certification and use of non-commercially available Reference standards?

7 A NIE AR 3 AEE DA AF 5 THAFAE S hriE ?

* Do certificates of analysis exist for all reference standards and are these certificates stored as controlled
documents?

TS H R B H COA, HAENZIE A2

* Have provisions been made for handling controlled substance reference standards?

FEEIE 1 ABRZ I )2 bt ?

*  Does the reference Standard SOP address proper handling of controlled substance Reference standards?

S LhrilE SOP JFERETEIEHNIZF bl A8 7 Z 2P ?

® Laboratory Test Procedures

LI = WS R

* s there an index listing the testing documents/specifications?

e A R G PR AR S/ 4 .2

3t 45 TIZE 14 11




* How is this list updated and controlled?

B2 G ey BE R AT ) ?

* Do the test procedures include sufficient instructions to conduct the testing and operate the specific lab
instruments?

IR B 475 A% (1 B K ) R A 8 P AR A L AR gk 3 S A8 2

* Is there a system for controlling the issuance and revision of all testing related records?

R A RGUHE R BORMET B 15 I DG e 5% ?

* Are laboratory test procedures and specifications approved by the QA unit?

S8 = IR P A BT 2 48 QA RN IHEHERY 2

e s there a written Change Control procedure covering making methods changes?

A BRI, BRI R AR ?

*  Are specifications for compendial products meeting compendial requirements?
A& B AL 25 B it il ] 2

* How are "in-house" or tighter release specifications determined?

PG ™ 15 HI R R GE 8 LT 1T iE 1Y 7

* Covered by SOP?
SOP 1 #?

* Are raw materials released by using validated analytical methods?

JE A ORHRITBAT A 5 R SR iE 1 ) 0 M s Aer i ) 2

*  What methods are used to release raw materials?

I ATHRERBUT IR ()

e  What methods are used to release container/closures?

P ATHRERBAT A /Wit 2 CRUARATRD

® Laboratory Data and Results

3t 45 JIEE 15 11




* Is data documented in bound pre-numbered logbook, notebook, or other data acquisition system?

AENEH S HE, i, =50 HAASERE R gL R HE?

* s the use of scrap paper, "post its", or similar uncontrollable paper specifically prohibited in the laboratory?

UG S WA I A 4R A0, SR, B R A Z R 4tk

* Are corrective to data entry errors covered in an SOP?

KT AT SOP e Hdle fay N R 2] IE ?

*  Are all documents/data written in permanent ink?

TSN H R 75 2 K A Sk 55 1 ?

* If bound notebooks are used, is there a system for control, issuance and use?

IR B, REAEH . SR R ?

* Is each page dated and signed by the analyst and second reviewing authorized individual in a timely
manner?

B IGERA M 4. JFRFHE? K et — AR%?

* Are all entries checked and approved for completeness of sample identity, reagents, standards, experimental
conditions and purpose?

PATIR A A S A e, RAERERL SOy ARifE. IR PERTH K ?

*  Are chromatograms, spectra, etc. appropriately identified, stored, referenced to notebooks and readily
retrievable

L5, LR S GRS . ZENTE 1L N2 5 57719 7

* Are the date, calculations and results verified by second competent individual for accuracy, completeness
and compliance with specifications?

Hoa . THEANGE ZNEERER, EORUERR . SEBRMRT &G ER

*  Are the qualifications of person conducting the review acceptable?

SN EHE, 2 LRz ?

* s the review documented by full signature and date?

R A 75 F 42544 A0 H 32

3t 45 T2 16 11




Are levels of approval described?

e A ALHE R KT IR 2

Are data review and approval activities captured in LIMS?
fE LIMS CEREFEEEHE ARG RGRGBMEE, —OEHEMNHE?

Are results approved before distribution?
FEATHI, ZHRE DA fAtiE?

If so, by whom?

IR, R HE?

How do you assure that the method being used in the laboratory is the current approved version method for
testing this product?

AT CRAIE SR A6 55 R FH 007762 H AT @b A, HT Itz s ok

Do you record the method used onto the laboratory testing results sheet?

S8 A 45 SR P A (0 5 12 Dk ?

Is the laboratory method recorded into LIMS?
SIS E R E A LIMS CGER=EFEEEHARG) ?

Is there a written SOP for handling of reintegration of HPLC/GC data?
A& HPLC/GC R A ER () 15 1 ) SOP?

If a computer software package is used to calculate results, is there an example calculation included with the
reported results verifying proper algorithm execution?

IR ATV R AR, 5T 55 SO B 25 R e 5k, A ME A
Vo EEN?

Are all correction factors used in calculations expressed with proper units?

FEXE I AT, BT BRI 24 ?

Are raw data defined in an SOP?
SOP H & 5H IR IGEFE 1) X ?

Pz
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® Security of Data

R E

Is access stored data limited?

A it K5di 1R U5 1) e 45 IR A ) 2

Are data protected from fire, water, and other environmental hazards?

KR~ IR RANA A S 3 b odls i) PR 2

Is readily retrievable?

A i P A e 2

How is it controlled?

ey 4| 2

How long are data kept and how is documentation retention times determined?

BHE I IRAF 2 A, LS ORAF I [ 2 ey A 5 14 2

Are backup copies of data stored at an off-site location?

A B SR SR B LA 3 7 ?

Is there a disaster recovery plan, and has it been rehearsed?

B —ANRMEERE R, I HE e gam sy

Distribution of Results

ZHRBUT

Are results entered into a LIMS or other electronic management system?

ORI LIMS (EREEEEHAL) hEd R b FEE K5 ?

Do LIMS reports show results that reflect tests that have been determined to be lab errors?
LIMS CEIEFEEHASG) MM e nmllilig R, CamhE st EaiR?

Is LIMS used to provide data for using for use in Annual reports?

LIMS (L sf5 BE B ARG RS T2 B i ?

Pz
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How are LIMS data used to support testing of Complaint samples?

T A LIMS (SE3 (5 BE B RS B R SRR i I 2

Is data transcribed from notebooks and reports?

A NEBILE RS PR CReyb) Hdie?

Is transcription accuracy being verified?

Fese (Redb) MOUERATE 2 5 B ga e ?

® Chromatography
il
* Is system suitability performed routinely?
ARG I W AT ?
*  What is system suitability testing run on,e.g. HPLC,GC?
tbin HPLC. GC v, ZH&giid PR 4 2
*  How the system suitability parameters are determined (Selected)?
RGE S HIE GAFE 7
*  Are there acceptance criteria and performance parameters?
e A bR R RESH?
* Is there an SOP delineated a standard sample queue? (i.e. interspersing of standards and samples during the
course of the chromatographic run)
A SOP MUE brERE P57 (EPFE a7 i 72 A s o FORE )
® In-Process Testing

AR

Are established and validated methods available for in-process testing?

SRAE BRI 7 25 2 75 22 1) E A ?

Do sampling plans exist?

3t 45 HIEE 19 1T




FE AT ?

Are there established acceptance criteria/ranges/speciﬁcations for the in-process tests?

IR P ) 2 52 A v/ Rl ARV A A5 A N 2

How is sample integrity preserved during handling and storage?

(R R OSSR IRER U o P Relcl METeE S R CId

Are all in-process tests conducted?(blend samples, weight variation, hardness, thickness)

P B AR A H 7 QRGeS HEER. M. B

Assignment of Retest/Expiry Dates
S TAR/ 2R3 H 3

Are expiration/retest dates based on available in-house storage stability data or otherwise justified?

/2 DB ARSI 1) A A At A 8 1R s B oA ) & BRAR Y, XA 2

Does the SOP differentiate between retest and expiry dating?
H ISR AUHAE SOP 2 5A X 5 ?

Is there a limit for extending the retest life the substance evaluated?

XFFIERA ROR AP ot AR AL, R A R ?

Are there procedures for Handling/Storage of Reference Standard and Reference Cultures?

& AT AL B/ it 2 AR UE R HE BRI AR IR ?

LABORATORY EQUIPMENT
LU = e

Laboratory Equipment-General

S = e i

Are the laboratory equipped with all of the necessary instruments for the analytical testing to be performed?

XS = o Ml e /AR R, RN

Pz
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e Is there a written Qualification, Calibration and Preventive Maintenance program in place?

FE AT I A GRS S ARHEAN T PELEB T4 2

* Is there a master listing available and maintained for Unit's equipment / instrumentation calibration,
maintenance and 1Q/OQ/PQ documents?

il AN GE B B A AR B HE . 4547 1 1Q/0OQ/PQ HISCAFFE R HI H 2

*  Who is responsible?
HE DT ?

* How is it administered (analyst vendor, outside contractor)?

g (A Im AR . AR

e [s there a master schedule?

R L2

*  Are logbooks available documenting instrument calibration history, status and requirements?

R AR I B SR SRR P 52 BUIRAER ?

* Is there usage logs associated with each piece of equipment?

B AR D SR ?

*  Are logbooks, records, file maintained and accessible in which repairs and PM are recorded?

BEP RS HE, Wl XMy, weaE il

* Do labels on the instruments identify the person who performed the calibration, date of calibration and due
date of next calibration?

s ERBHIRR? RAHEN . Bk H AR ok H 12

* Are the records reviewed?
K2

* Has IQ/OQ/PQ been performed and properly documented for all relevant facilities, equipment,
instrumentation and utilities?

3t 45 JIEE 21 T




R IQ/OQ/PQ NIE? Z LKA MU Bl (ARG A I Elk?

Does the SOP require that instruments failing calibration be removed from use?

R RERSHE RIS SOP 75 2 AL A Hh i 5 2

Does the procedure provide directions for investigations when instrumentation is found to be out of
calibration?

REFP 72 15 N A PO IURE R RE T T 7 ?

Is calibration and preventive maintenance(PM),including tolerances, based on manufacturer's
recommendation?

FEMARHEFI TR IELES (PMD) A0 FEHR I PR L P 2 8 Py e 22 2

Are balances calibrated at both upper and lower weighing capability?

RAPAE B R T Bl N 2 ARG HE ?

Calibrated against NIST standards?
FZHE NIST CGREEZARUER BRI =) bR HE?

Is calibration correction factor visible on thermometers?

BN R IE R E R 2RI ?

Are PH meters calibrated at two points, not differing by more that 4 PH units?

pH &K R A, A2 21 4 SARE?

Are UV spectrophotometers calibrated for wavelength and photometric accuracy?

ERAN I3 VG LT 2 T R PARHEANT B A HE R PEAR AL 2

Is there a written procedure for set up, calibration, and operation of Dissolution baths?

PG A BCE . RE. AERAER BT ?

Pz




Are there written procedure for calibration and maintenance of HPLC / GC, including pumps, auto sampler
reproducibility, wavelength accuracy?

HPLC/GC & 75 (S RE R P T ARE, FE TR, S HERE TSP . S KA 22

Do PMs include seal and valve change?

WA T AR R AT B L ?

Do columns undergo performance checks for resolution, retention, and efficiency?

R RE A HEREAE TR A ?

Validation (Qualification) of Laboratory Equipment
SEie = B HIRAE (FHIAD

Is there a written policy or procedures for validation of computer, microprocessor controlled
instrumentation using software calculations of data?

THEENLIGAIE PSR A AL 1 AR A s e Ak R AR 1 55 0 it 2 15 1 i R ?

Is there a list describing instruments requirement validation and change control procedures?

FETH PN IR T ZE IR UE A AL S P 1 AR 5 2

Are there 1Q, OQ, PQ requirements, suitability and availability of documentation?

mA IQOQ\PQ R FRguid HITEAE S A Rk ?

Are cleaning procedures included in the SOPs for instrument qualification or calibration?

REEAHEE A, ORLEIIASIAER) SOP?

Is computer controlled laboratory equipment validated?

SR FHTH SO 1 ) ST 6 B 45 XY S IE ?

Is system used to install new software versions and to decide what scope of re-validation must be done?

SR BT (A A A DA K PG A3 L 2B 5 2

Is there an SOP that described this system?
A SOP KULHIXA K&t ?

Was an 1Q and OQ performed on the system during installation?

3t 45 HI5E 23 11




RGBT 1Q A1 OQ & i ?

*  Was computer software validation a part of the OQ process?

OQ I /& T FALEAF IR 1 — A8 73 ?

*  Does the vendor maintain the source code?

R o 2 75 PR A A XA 2

* Do they provide a validation certificate?

b2 AR B IR R UE 15 ?

e [s the validation documented?

e A WAE A ?

*  Are there systems in place to prevent installation of unauthorized software?

R A ML RGBT 2R G

* How were integrators validated?

WA AT S35 SAIE Y 2

* Is there a validation master plan that defines timing and responsibility for qualification?

FHE B8 UE AR T AT AT e E L T R R 5 2

*  What triggers re-qualification and is it integrated into the master plan?

Mol B, BRI AT ?

* Does the lab equipment have the correct qualification specifications?

SR = WA R B A IR AR AL ?

*  Are calibration/metrology records secure (locked up)?

RAER T Rl soR B %4 (P ?

*  Are balances checked for corner loading?

RV FAFIMER S A ?

* Are HPLC/GC systems qualified/calibrated first by component, then as a system?

3t 45 TIZE 24 11




HPLC/GC R GtHISIE/MHE & a2 S 4, R B RG0

Are PH meters standardizes and calibrated?
PH 112 & ERRHE?

Are calibration/service vendors qualified and are their training records available?

HSHE/ R 55 R I e B A LA AR ATT IR B I E 3 2

LABORATORY FACILITIES

® Laboratory Facilities-General
Sy = B IE N
* Is the physical contraction of the laboratory areas adequate for testing and all routine actives with respect
to :
S S XU R B A T I T W NS S, B
Size? ] ~f
Layout and design? i J& F1 152 1+
Sample receipt? ¥ i UL
Appropriate tables for balances/ instruments, etc?
EEHRT AR &
Location of SOPs, location of methods, safety data sheet?
SOP, 7Nz e 2 i s &
Location of reagents, standards, solutions, solvents?
# 45 T 25 7T




T, beiERh, WL EFIRICE

Data entry, recording, writing areas?

BN, e E X

Sample storage and retention?

PRI ORAT

Refrigeration?
ik

Are proper system in place to minimize cross-contamination during sample preparation and laboratory
testing?
R A AR GE T A it 1) 2 AN S8 = A A XS e ?

Are all controlled temperature/humidity storage areas, incubators, etc. monitored to assure that proper
conditions are maintained?

FETITAT SR, MR MIAF X, B TRAR SRS ) DABA ORAERF & (K 26 1 2

Have temperature monitoring systems and equipment been properly validated?
e IR I RN % DAL IR ?

Is good housekeeping observed?

Fe 5] A B0 1 55 B Y

Are controlled substances properly segregated and controlled according to DEA requirements?

YDA IR S H AR YE DEA ER ] ?

Is the environment/temperature control correct for the areas for different types of equipment?

X AR BB A R 75 A e A B/ ] 2

Are radioisotopes in the review of proper storage areas, etc.?

JBUR PR IR 2R A8 75 TR A5 3 [ [X 3 2
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*  Are uninterruptible powder supply units (UPS) available in the case of powder surge?

2 A e, UPS &5 ?

* Ifan UPS exists, has it been qualified and an SOP describing its use been written?

HUAEAE UPS, 2R H RN, S04 SOP fiik T AT 7722

*  Are piping systems specified at the correct pressure and that they have been cleaned, flushed, leak tested
passivated (sanitary use) and certified?

FERGVOT R GELEMENT, K&, bk, s, siemEe?

*  Have appropriate air filters have been installed and smoke tests performed?
e @R | A Ih A R U A AN e O Z

* Have facility monitoring systems been validated?

WA MR RGO B IIE?

* Have purified water and WFI systems been validated correctly?

4li 7K WFI RSt 5 BRI IE 1 2

* s there an SOP for lab or engineering maintenance of the air system?

e T R G S = B T REZES ) SOP?

*  Are appropriate controls available/specifications for handling particulate matter, microbes?

AT I A A A A P T A R OR AN A

e Is there control of HVAC in instrument rooms? Balance area, HPLC?
fEs = 2 5 HVAC BJ4EH]? K%, HPLC Wg?

*  Where does the hood exhaust?
TEMRHES 2

* where is air intake system?
FARNELERR?

* How are solvent, dust, microbes and chemical handled?

W, KA, RIS S e AR B

345 JIEE 27 W



* Isthe HVAC for stability/retention samples adequately monitored?
ST RRE M/ A T RS R T IRI ?

* s there a distilled water system supplying the laboratory?
e A KRG T 520 %2

* s there routine monitoring to assure adequate quality of the water?
e A R AR OROK B o 5 7

*  Are the types of water required for the lab identified-specs?
TK BB 756 AL S0 58 K 7

* Is lab water in site monitoring program-testing frequency?
e 15 2 H AT SRR = F /K AE 2 I 2R 800 2

*  Are there action plans following water OOS?

A KK 00S HIATEh %2

* Is there a schedule for servicing the laboratory water system?

e A YEE K RGN R R ?

*  How are appropriate quality assured-powder failures-brown outs?

*  For testing restarted because of powder of HVAC utility failure, is there an SOP available for restarting
testing, OOS etc. ?

XTI RIS BN E S, A SOP M T EB T 4a TRl OOS %57

® Safety and Environmental Concerns

ZAEMME

* Is there a safety and environmental SOP?
B Z AL SOP?

e I[s there testing of Hoods?

e T A AN
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Are hazardous materials identified and segregated?

A EY S bR B AR

Are safety data sheets available?

ZERIERE T AT ?

Are they updated?
e ?

By whom?

HIE ST ?

Is there a program that describes microbes, handling and disposal of, biohazardous waste?

B H IR, A EER AL ?

Are toxic/dangerous chemicals handled and disposed of according to local regulations?

e T AR S R AT AT B/ S R AL 2 AL B A AL B 2

Are employees trained to handle toxic/dangerous materials?

BT R A2 A B B/ fE A 2 b 135 2

Laboratory Glassware

SEis BT A

Has glassware washing/cleaning been validated?
PO a L BNE YR B AL eIE?

Is there a PM program-manual/mechanical/software?

A PM Ry — T8/ B s/

How has removal of chemical residues been demonstrated?

AT UE B AL S P B R 25 B

Are physical imperfections checked and defective glassware discarded?

ANGEREANAT BRI I B A R R E 577

piss
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® C(leaning Validation

ERE AT

Is there an on-going cleaning validation program in place?

R A IEAEREAT BT T AR e ?

Is cleaning validation conducted according to a master plan and schedule?

T TR 9 IE A 75 AR 2RI [R) R HEAT 2

Are there validated sampling procedures developed to support cleaning validation studies?

75 AT 9L AR HRURE R P LA SR 13t B e 5 2

Are there written acceptance criteria?

KT AT S A2 bRt ?

Were recovery studies conducted?

e

Are there validated analytical methods developed to support cleaning validation studies?

e A S 1 ot TR ?

Does the cleaning validation test both rinse water and area swap samples?

ERCE ATl R R NN i E S P S

LABORATORY COMPUTER SYSTEMS
LI =T EALR S

Laboratory Computer Systems-General

LI = HEHLAR SR

Is there a written Qualification, Calibration and Maintenance program in place for laboratory instrument
software?

T SRR S RN, BOR A E R
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How are spreadsheets uses in the laboratory?

AT A5 P FL T 2R 2

Are they available on the network, or on disk?
s F T 2%k A A ?

Are the spreadsheets alterable?

HL R A B s ?

Have the calculations been validated?
HHEEBLLIAE?

How do you insure that the correct and validated versions are being used?

AT R ORASEF 1 IE A R R 30 R R R AR 2

Do you use any other special computer programs to calcute results?

e T A Y At T SR LR P ik B4 R 2

HPLC or GC data calculations? UV spectral calculations?
GPLC 8¢ GC ##la it 57 UV kit e

Are electronic documentation systems used?

e T H T LT O R 4t

If yes, are they validated?
WRA, REELRAE?

What is the frequency of revalidation?

FRIGHIE A S 391 2

Is there a LIMS System for data management?

A LIMS R4 T 58

What samples are included in LIMS?
LIMS L fH PR EEAE: i ?
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What decisions are made from the LIMS data?
MR 45 BLJE LIMS 204515 H i1

What calculations does the LIMS perform? (min, max, averaging, etc.)

LIMS ZERee 5 (g, ok, %)

What reports are generated by LIMS?
LIMS 75 pemif 254 75 2

Do these reports go into batch records?

XA e Al ok ?

Have lab personnel been trained on LIMS data entry?
I N AT A LIMS S A 51 2

Where are data stored that has not been included in the notebook?

AAE AL LA P R A A7 R R ?

Is 1t validated?
FE AT YL ?

Is there a SOP describing the procedure for installing and validating LIMS software, including System
Setup/Installation, Data Collection, System Maintenance, Data backup and Recovery, Security, Change
Control?

e SOP f#iid | LIMS A 22 IR, BFE RGi2ede, BInltE, RG4ey, i &
W, 4, ARTEH?

System Setup/Installation

R LS

Was a functional specification written for the LIMS purchase?

s A HT LIMS 6 SE D i 1l 1 ?

Is the LIMS a custom program or a commercial system?
LIMS J&— % P AR P 2 ol R4 ?

Pz
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Was an 1Q/OQ performed at the time that the LIMS program was installed?
LIMS F£ 7 2R 2 A 5 1 1Q/0Q

Installation Qualification

IQ

Was the IQ purchased from the vendor?
1Q 52 5 H AL AT 2

What site preparation was necessary?

T) HE A4

Did the vendor install the system or site personnel?

CONAEEEp R SIS N WY NAR

How was the installation of the system documented?

RGL AU 3L

Operational Qualification

0Q

How was the customization of the system documented?

ARG E il ] S AR ?

How are the master copies of the software stored?

BRAF IR 2= 4y U ] PR A

Was the LIMS system validated to produce the reports that currently being used?
LIMS R %2 Bk

Were the calculations currently being performed validated during the OQ?

OQ HAIH]2 T 5E ik 1 T 5 gk

Were the scheduling functions currently being used validated during the OQ?
I DhREAE OQ I & & & id Be ik

Pz
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* How was the OQ documented?

OQ w3 {4k

® Data Collection

B

*  Are there automated data entry and extraction points in the LIMS?

LIMS HA3 3547 B sl R BEE AR 02

Have the links been validated for :

HA

Bar code reader?

CSIACIEEE

HPLC data stations?
HPLC T.{Euk

GC data stations?
GC LAFuk

Balances?

R

Spreadsheets?

LT RS

e [s there a definition of what is considered raw data?

Fe T AR S n A X e S

* (Can data entries be made by only authorized, password protected individuals?

B A B AR IRBNEEAT, A7 A R ?

® System Maintenance

ARG R
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* Are the versions of software used to generate, collect, maintain, and transmit data updated in the system
documentation?

T, WidkE, 4E LR S AR 2 R AE R G BT ?

* Are all system changes reviewed for their impact on the LIMS program?

&5 T (R 22 98 A% S AON L AT [m]

*  Are new reports considered updated?

IR 15 RS S ?

* Is the program re-validated on a regular basis?

FE 7 96 E /2 75 A IR R

*  When the last time re-validation is was accomplished?

B A — IR RIS A A BB 58 F

® Data backup and recovery

HIEEH KR

* Do you have procedures for backup and recovery?

rE A Bl A AR R IR ?

* Is the system backed up on a regular basis?

ARG GHET NN EEAT &0 ?

*  Are the backups documented?

RS ?

e Arerecoveries documented?

WAL ?

® Security of Data

HEee

e s access stored data limited?

3t 45 5 35 11




B R 7] 2 15 52 R

Are data protected from fire, water, and other environmental hazards?

BAE 2RI UL K, KA HAR IR

Is it readily retrievable?

SO E V]

How is it controlled?

AT AT P2

Is there a system to assure that once data is entered, written security procedures prevent its delection, editing
or alteration?

ARG IR BRGNS, BRI, g siE

How are data amendments authorized?

Al SUE AT 452 A ?

Are the original data retained?

JE IR AL 15 ORAF

How do you control deletion of HPLC data by functions such as "abort", "restart" etc.?

] HPLC Hoi@d “ios” M “E )R 7 24T IHER

How long are data kept and how is documentation retention times determined?

B DRAF I 1) A0SR PR P 30 an AT ik

Are backup copies of data stored at an off-site location?

Ay IHE 2 15 B AR AT

Is there a disaster recovery plan, and has it been rehearsed?

B KA R, R BEATE?

® Software Change Control

BRAF AR B

Pz

=
#
w
a
=




Have there been updates purchased or improvements made to the software?

AT A IR BE B

Have the improvements been validated?

FiF i 2 ralla

Does a change control system track the changes?

e R GRER AT ?

Are the system manager's qualifications, training, and experience documented?

A RGUEBE RN, FEIAZ I SO

Are the user's trained in operation of the system?

I 2 B an (T R AE R G R

What training materials are used?

ARG IR KL ?

Is the training consistent with all relevant cGMPs?

HIE ST AR cGMP — 27

Are all monitoring programs clearly defined, including scope of the program, testing rationale, testing
frequencies, action limts,etc.?

R A R R e RS B A e S BARVE L DNBUREE, AR, FATaIREE.

LABORATORY INVESTIGATIONS
LI EHE

OOS Investigations
00S f&

Is there a procedure that defines the minimum requirements for OOS investigations?

M ARETFE T 00S A R ARE K ?
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Are OOS investigations handled in a manner consistent with Barr decision and FDA expectations?
OO0S #2755 FDA JHE 1) —F?

Is supervisor immediately notified of OOS result?
FERBILANEE O0S HE IS5 R ?

Are test material (glassware, test solutions) retained?

MRl (Basds ., WEAD 25 IRE?

Are informal/formal investigations performed in a timely manner?

A KRR A IR R A ?

Are criteria and accountability defined for cross-functional investigation, retesting, re-sampling etc?

R BH X IhREE, HI,  FER RS A bR A B 7

Are procedures in place to eliminate release of product by continuous or re-sampling?
TP e

Does a pre-defined testing regimen exist?

e T A TSE A E B A

Are investigations/responses performed in a timely manner?

B/ e B AE 75 RN 58 R ?

Is there a procedure that defines the minimum requirements for all types of QA investigations?

RO AREFMEIA QA A B ARZERK?

Deviations

w2

Retention Samples

W

Are retention samples taken at the same time as the test sample and representative of the lot?

FE IR dh N ATt AR N 2 5 HEAT B 2
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Is retention samples appropriately labeled, stored in secure, environmentally controlled and monitored area?
S O H SIS, ZaFHG PRI I X 16 ?

Is a current list of retention samples maintained including lot numbers and location?

R AT BT I B AR B h At S AL L ?

Microbiological OOS Investigations
WAEY 00S WHE

Is there an SOP for the investigation of OOS microbiological results and subsequent retesting?

A WA AR 1) 00S T A1 Y SOP?

Is microbiological retesting compendia based?

Dl A= A O Il 75 2 2 i ?

FDA based?
R4 FDA?

Other?
HAth?

Does the SOP cover failure investigations for sterility, pyrogens, water, environment monitoring, microbial
limits?

SOP &R E K, MR, 7K, SN, AR R RO 2 2

Any others?
Fe Al ?

Are isolates from Total Plate Count testing identified when there are major concerns for microbial
contaminations?

MBI G, DR VE TR B B B R AT S E ?

® Environment Monitoring Program

IE R NEF

Pz
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Is there a formal program?

e m A B ?

What is the rationale for the program elements?

FEFP IS AS B A 402

What is the frequency of monitoring?
51 7

Have environmental recoveries been validated from hard surfaces?
WEER R e B AL 50 E ?

Critical and Non-critical?

REEIE ARG ?

What are the elements of the personnel monitoring program? For sterility-hands, gowns.

NGRS 7 R B AE AT A 7 A5 I S A AR

What are the environmental monitoring air limits?

MBI 2 SPREE A2

Are environmental action and alert limits established?

FETRE T IAFAT B PR E AR R ?

Is trending of data performed?

e T MR A AT e ?

How are operating departments notified of a problem?

RSB Tfn] 8 i v i 2

What time frame?

IS [ R B ?

How is this documented?

A S AL ?

Pz
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® Aseptic Technique

HEA

Is there an SOP for aseptic technique?

EEHHBTHAR SOP?

Does it require training of new analysts and reinforcement training of more experience analysts?

T T BT A R ANAT 238 1K) 20 B Gn sl 2

Media Preparation/Sterilization

=AY W DAY |

Is there an SOP that governs the preparation and sterilization of media?

A SOP & #1773 1 e ] AR 2

Is there an SOP requiring growth promotion?

T BRAEA K S SOP?

Are growth promotion studies performed for each batch of media?

e R IR LA ATl A K S

If supplier by outside vendor, has the vendor been validate?

SR R AN AN R PR AL IR A, LR R 7 I e ?

Are media vendors qualified?

X IR IR N R 2 TR HEAT TR

Do purchased and prepared lots of media have lot numbers, expiry dates and growth promotion results?

W SRR (B IR A R A LS, RO AR A KSR 45 R

Are they labeled with date received, date opened and date to be discarded?
e AR s U H Y, TR H AR R ?

Are prepared solutions and media labeled with identity, preparer, dates of preparation and expiration date?

Bl A RIS JR 2 2 A AR S AR, il N, il 4 H A R Y] 2
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Are media, reagents, biological indicators, etc. stored under appropriate conditions?

Figrdk, Wi, VRIS R BT & & AF R

Bioburden / Microbial Limits Testing
AW B EYIIR A A

What categories of samples are tested?

R LE A i R X 2

Is there an SOP that governs bioburden testing requirements, controls, specifications, disposition and
documentation?

A SOP & BAY GERINAEOKR, 26, e, MEMCIE?

Have all bioburden methods been validated and documented?

FE T A A BT % C e S uE I S ?

Are bioburden data trended?

R T A R S e ?

Are positive controls used in all testing?

JIT A U A Ak o A o L 2

Is the identification of isolates performed when appropriate?
W TIN5 R TR Y HEAT %5501 7

Is microbiological stability testing performed on specified time intervals and according to stability
protocols?

5 L RIE I B3 i A M S AT Sl A A e PRI ?

Sterility Testing
Tk E

Is testing in agreement with regulatory filing?

M e 5 5T o — 202
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e [s the method validated and documented?

Tk a i WUE IS o ?

* [s environmental monitoring performed during sterility testing?
0 TR A T ) [R) S o 75 HEAT R 5 0 2

*  Are there alert and action levels with rationale?

R B B RAT SR

* Is there an SOP for cleaning, disinfection and sterilization of the sterility testing?
M AR, HIEAKER SOP?

*  Are negative controls used?

e 75 1 FH BA A0 1 2

® Water Testing
KR

e Is there an SOP for sampling water, containing sampling points, frequency?

S KHURER SOP, A HEBURE AR HURE S5 2

* s there an SOP for microbiological testing of water, specification, handling of disrepant results?

R KEIE AR SOP, #iE, ZRAdEabs?

*  What are the action and alert limits for :
WFI-endotoxin, WFI-bacterial testing, Purified water, other?|

i WEI— N &K, WEI—HEE MR, itk S AR AT S PR AN E R R ?

*  Are water data trended?

e A KBRS g

® Special Microbiological Testing

e SE TR AE P

* Is microbiological testing performed on disinfectants, lubricants, packaging components, biological
indicators, complaints, and validation and/or R&D samples?
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R, A, b, BRI, SR, PR IR A AL 75 58 B E M

® Identification Systems

ERNRG

* Is there an SOP for identifying organisms?
A ERNMEYIH SOP?

*  Are manual and/or automated identification systems used?

TR N RS2 H B0 R 507

*  Are these systems validated?
ARG RBATRAE?

*  Were plant isolates and predefined acceptance criteria used?

e T 0 B B IR AR TS i R 1) 45 3 R EE 2

® Preservative Effectiveness Testing

93 JE 770388 73 T

* Is there an SOP for performing preservative effectiveness testing?

H 5E BT 5 7R T SOP 1 2

e [s the method validated?
TR B AL IR ?

* s preservative effectiveness testing performed for stability samples of preserved products?

975 JE 75028 3 IR A 75 FH - ORAT (1077 e (RS E T i 2

* Is analytical testing performed for this purpose?

IIMT TR T IX A H A 2

® Bacterial Endotoxins Testing

A N =R




* s there an SOP for performing bacterial endotoxins testing?
A R A B 2R AT SOP?

e [s the test validated?
MR B IL ISR ?

® Compressed Gases

JE/ AR

* s there an SOP for sampling compressed gases, including sampling points, frequency specifications,
handling discrepant data?

AV AT SOP, AUFEHURE R, MR, Z 58l aba?

* Is there an SOP for microbiological testing of compressed gases?

A3 B W45 SR E I K SOP?

ANY ADDITIONAL ITEMS?
HATHE ?
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