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Question
Number

Question

Refer to
IPEC
GDP

Guide
section...

Refer to
SQAS
Distributor
ESADII
section...

1. Quality Management

Q1.1

[s there a quality management system
implemented (Covered by an ISO 9001:2000
certification)?

(ISO9001 /200 0FEHATHNA—ENT)EMREZMI-THEYARA VAV PV AT A
BHVETM?

Is there a quality manual and written procedures
describing all *GTDP related processes?

* Good Trade and Distribution Practices

2TOGCGTDPO 7RI+, MB~=aT7 NV FEBEIH T,
(*QTDP=&aﬁ5/ﬁﬁ§m)

Is there a third party certification of the quality
system (Covered by ISO 9001:2000 certification
or third party HACCP verification)?

(ISO9001/2000fFHEIB=FHACCPIEHTHI A —&ENTI) MBI AT A
OFE=FARXHY T+

Is there a library of relevant regulations on
starting materials for pharmaceuticals?

EEHOHBRDE T 2B TWETN?

Is a person designated or a source defined to
keep the company informed about legislative
developments in the area of starting materials for
pharmaceuticals?

EELOHBRYEOEMLZHRICEAL T, £425@mE T, EROREE-IX
FEOBRERTbhATHWETN?

Are responsibilities for assessing the impact of
such legislative developments and for proposing
actions to comply with these clearly defined?

MRBOERGOXEBLEET HHEE, RO L EZMTFT 5EDIX, WHIZERINT
WETH?

[s a regular review made of the system for
compliance with legal requirements?

EFLE 22—t ENEREEOMTOIEODV AT LEENRTWETHN?




Referto | Referto
Question sl Mo
Number Question GDP | Distributor Notes
Guide ESAD 11
section... | section...
Does the company have a written policy L1 G1.7
Q18 including management's active commitment to xR A POEENRERNEZ S, FHTELZ2EBFoTWETLN?
Quality?
Q1.9 Is the policy signed by top management ? 11 G1.8 FHEHIBRE by I Lo TELENETM?
1.1 G1.9 — s
Q1.10 i, R O e S BbLOLWHGZRHET 500X bEN-v AT L%, SESERALET,?
for quarantining suspect product?
i i 9 GI1.10
gy, || DS RSN b e ap PR || TR VAY FUAT AONBBEEOLHIC, BRI L G0 FNULH Y £ T2
management system including an audit plan?
i it inine 1 22 Gl.11 _
QS | oo iseseeayiaionamding s tenng B DR B/ HEEN O DA TOETH?
auditing and evaluation techniques?
Q113 Is a formal management review of the Quality 1.9 GLI12 BRvX AL P AT ADER L Ea—id bRl & bEC 1 EHY 371 ?
Management System held at least once a year?
Do management reviews consider: v XA MV Y a— (UFLEa—) TR . PEELTVWETH?
" i i i i 1.9 Gl1.13
Q134 m:-tincd::l%lst:(:)i::::ft:ir\':: ]aiziﬁ’t;icein;menda"ms Y Lo, ABEETOER, 2, ROWEABRLEELTVETH?
L15 - the overall effectiveness of the system in 12 G1.13b LEa—it, MEBRNEROAD VAT AOANELZERL TWETN?
QL achieving quality objectives?
116 - opportunities for updating and/or improving 1.9 GlLI3¢ | LEa—NVATLADEHFLEAFEORKLEELTVWETN?
Q1L the system?
Q1.17 Do management reviews consider trends in 12 Gl.14 LE a2 —REAZEEEOBmEZEE L TWETHN?
’ customer complaints?
Q118 Do management reviews consider trends in non- | 12 GLIS LEa—RBRA#EEZ V—LOBMEZELTHEIN?

conformance claims?
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. IPEC | SQAS
1%‘::3:: Question GDP | Distributor Notes
Guide ESADII
section... | section...
Does the distributor demonstrate his 14 F7.1 MEEERY T 74 Fx— 2B T, BEEHRORBICK IS, BERIETDIZ L
responsibilities to assure compliance with - . Y
21 Product Stewardship principles along the entire ERSPCLTOETR?
supply chain?
Is there an adequate number of qualified 1.5 HA/BAZFEOYLLTHL, IPEC-GDPZMTT5, £2TOEBHOLHICLER
personnel available either in-house or contracted : . .
¢ out to carry out all the operations in compliance REERIAR, TrrSEnEgahTthETay
with the IPEC GDP Guide?
Q 1.21 | Are there authorized release procedures in place?| 1.7 MEOHMTFBREBHY T2 ?
Is there a copy of the manufacturers’ documents | 1.7 HHETO, MEEED (COARCOCHD) XBDELIEHY ET7?
Q1.22 (such as COA or COC) supplied with each
delivery?
2. Organisation and Personnel
Q21 Has the company a sufficient number of 21 F1.2.1 2L LT, EBICLELRBREZMTHEXRL, +0RANBERALTHETN?
' qualified employees for these operations?
Have all (including administrative) personnel, 22 F1.2.2 fdh, LS, EELH7L—FE2RWV, K#T2ZLiclET22To (FRELZID)
involved in handling and distributing Food, - ‘ — . - ; S
Q% Cosmetic or/and Pharma grade products been ERRS. Fa—FPb Al AP E0P TG ETVR I
made aware of the risks for human health?
Have all (including administrative) personnel, 24 F1.23 | &8, {bhEd, EELRZ L—FE2HW, H#T2Z LiClET22To (FHEEZED)
involved in handling and distributing Food, ’ ¢ s . S T 2 .0
il Cosmetic or/and Pharma grade products been RN, ERSHEREEROAARB LMo TETHS
formally qualified according to written criteria?
Q2.4 Is there a person with the specific responsibility 2.1 Fl.2.4 £40P T, GMP (GTDP) OfHBULHELHEOREZ LB TWETHI?

and the appropriate authority to deal with GMP

BEH1 2
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(GTDP) issues in the company?
Are there enough employees involved in GMP 2.1 F125 | B {LEREAVEELE XXM LTGMP (GTDP) OXICMET H0IC+772
Q25 (GTDP) operations related to the Food, Cosmetic ) - .
and Pharma business? RERRBVETN?
Q2.6 Are these employees qualified according to GMP, 2.3 F126 | LREOEXRIIGMP (GTDP) OERFHICH>T-BEEZRALTWVETH?
’ (GTDP) requirements?
Is there a specific qualification required for 2.5 F1.2.7 | %4, @ BE (HSE) LA&HOBRELRFEMICIEL TRELASERAOT-DHIZ, LEE
Q2.7 employees responsible for key activities in . <9
Safety, Health, Environment (HSE) and Quality? SNOREORBED ) TITN*
Are the HSE responsible persons providing 25 HS EOREHIZ. ERYHE 2 > HEXERCENMN2THEORS ARt L THWETHI?
Q28 regular training to employees dealing with
hazardous materials?
Have job descriptions been made and regularly 2.2 G2.1 BWESRERHY ., EMRNICEHFSNATHETN?
Q29
updated?
Q2.10 Has an evaluation been made of all activitiesto [2.1,2.2| G2.2 THEDO L EM 2 ARLICT D -DD0LTOFEBMIZHONT, FFhEhE LA?
’ identify training needs?
Are there qualified personnel for GTDP relevant | 2.2 G2.3 HEXBIX, GTDPIMTI2LER, HED (Bt HR/BELZWLZLTHWETH?
Q211 operations with specific (technical)
background/education?
Q 2.12 | Is there initial and ongoing training provided? 24 DT B USkE L 7= FHED T TV X002
Q2.13 | Are GTDP principles part of regular training? 2.3 G2.4 GTDPRENEFAFED—HELE INTVETM?
Q2.14 Are employee training and qualification records | 2.4 G2.5 HEEBONHR L EREGORESHF SN ETHN?

maintained?

ek 2
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Guide ESAD I
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Are internal and external training courses 24 G2.6 NBR OB TCOTHERRED CEER Shx¥+h?
d ? ,
Q2.15 SiincHod (BHEXX#IX, FHEDOHRORFEE ST &)
(Documentation of training should include
records of training effectiveness.)
Q2.16 Are contracted service providers included in the | 22 MAEEORUFTIX, HET 0 /7 ACEFENRETM?
: training program?
Q217 Are contractors provided with information 22,23 | GI37a | FHAEHROLITICHET LT, REtShETN?
’ relevant to the job to be done?
Q2.18 Are contractors provided with appropriate 22,23 | G3Tb | PELRHE. RAXRFTLEULIMLRELE T2
' training if necessary?
Q2.19 Are contractors provided with appropriate 25 GI37c | FRAFED, BUILERERZE/KLEITN?
’ personal protective equipment?
Are there procedures in place ensuring good 2.6 G2.7 BERVF Eh, WECRBINIBE. ABORFLWAMLZRIET S
hygiene of the personnel where exposure to T . oy - .9
Q2.20 material in open containers may occur (e.g. (X ZRRSH. FERORALL) OFRETHIET2*
monitoring of health conditions, wearing of
protective clothes etc.)?
3. Premises
Are areas where pharmaceutical starting 31 G3.1 EXSAOHEHEZE D BATIC OV T, IWRHREE, @YU 2R #AEER OREHR Y 27 Of/ME
Q3.1 materials are handleq designed anc! operate:d ina N TH . BELTOEF2?
way to ensure cleanliness, appropriate hygiene
and a minimisation of cross-contamination risks?
032 Are premises well constructed and in visibly 3.1 G3.2 AR DR BB DMBSF I A AT CF 7 2

good condition?

Bk 2
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Guide ESADII
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Q3.3 Has the site implemented security measures to 3.2 G3.3, WA, WA EOEALEET 57D OELEMEA - LTVEFH?
control access of unauthorized persons? S1.1.1
Are the premises designed, operated, and 33
Q34 maintained to avoid infestation by rodents, birds, REIR, B, RBIVMhOAFDHEZETLS LD, &G BERVCHRFINETN?
insects, and other vermin?
035 leaT:;e an effective pest control program in 33 G34 s R 7R bR R T 0 75 Ad D £ 0
Q3.6 Is the warehouse well ventilated? 34 G4.7 AEIMRR I THETN?
03.7 !fa hcatu}g/alr-f:ondltmnmg system is installed is| 3.4 G4.8 MBS/ TR AT ANREANSBE. BESNANG L EEMNH ) ET5 2
it compatible with the stored products?
Q38 Is there adequate lighting in the warehouse? 34 G4.10 | BEICIT+oBHALAS ) £T0?
Is the design and operation of the air handling 34
Q3.9 system appropriate to avoid contamination and TR AT MY, WEOBEHRERT Z-0i0, EURRE, BERSRTHVEIN?
degradation of products?
Are the design, operation and maintenance of gas| 3.4 (ZEBBCMEZG L YD) HAEBRL AT AiE, WEOFHEREBT 5 BIEYI
Q3.10 utility systems (e.g. nitrogen or compressed air) .
appropriate to avoid contamination of products? Wt MERUEFINTOETR?
If sampling is performed, are sampling areas 3.5 G3.5 YooY TERICBWT, Yo 7)oV ) T COFBFLRCHEFREZBIET S
Q3.11 arranged and procedures in place to prevent _ )
contamination and cross-contamination? e DHEGROFMA D ) 322
Q3.12 Is tl}ereaseparate sampling area in a controlled 3.5 BRI BEOF T Y L I BFN B £ ?
environment?
Q3.13 Are cleaning procedures in place for sampling Yo 7Y T EFHOESFMRITIH Y 302

areas?
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