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Q3.14 Are all samples taken and retained according to | 3.5 F1.6.1 | £ 7ABREREh, XML FRCE->TRESLTWHET N ?
’ written procedures?
Q3.15 Are sampling procedures sufficient to ensure 3.8 F162 | 7YV U 7FREIIHEERE, KXY VIV ERIELTHETHI?
' representative samples for quality control?
03.16 Are utensils and sampling devices cleaned and 3.5 F1.63 | ARV 7Y v /7BRRBGSESH, BRBIEOEHFIGAY ICREShETHM?
y stored in a manner to prevent contamination?
Q3.17 Do you ensure that your sampling installationis | 3.5 | F2.1.9 | $# 7V U VEBMRES TV EZRRAGERZ L8, RIESHLTHETN?
: able to provide a representative sample?
4. Warehousing and Storage
Q4.1 Are all product receipts performed according to | 4.1 Fl4.1 | £2TORHOZITANIZ, FIRFICR > TETINETM?
’ written procedures?
Q42 Is product reception recorded or documented 4.1 | F143. | ®EOXT AN, FEEFCHK> TR/ X LEhETM?
’ according to a written procedure?
Are there appropriate intake control procedures | 4.1 | F1.4.2. | #H1Z &, BRBESICAT 2 @ULBATROFRELEH Y T30 °?
Q43 in place with conformity inspection, including
the seals?
Q4.4 Are there appropriate written procedures for 4.1 F2.1.8 | #v 7 /%A o0k LBHOHIC, @YLERINEFEERH Y E3T0°?
’ cleaning and maintenance of tanks/silos?
Q45 Are there written procedures and documentation | 12 F3.1.1 | REOFKHEDT-HD, FWEK L LFLEEHV ETH?
' for loading of products?
Q46 Are there written procedures and documentation | 4.1 F3.12 | ®WEOWRELOHO, FNGHE L XELEIHY T2

for unloading of products?
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Are there written procedures to prevent 4.1 F6.1.5 | BHRMHNLERERICET S, BRILEOT-OOFIEENH Y 30 ?
Q4.7 contamination in the case that a container has to
be opened?
In the case that a container has to be opened, is 4.1 F6.1.6 | ZEHRRERXLELBEAICET S, WEOBIEA L HEAFICET2FBEELHD 0 ?
Q438 there a quality re-certification and release
procedure?
Q4.9 Are containers re-sealed after opening? 4.1 F6.1.7 | ZF#mix, BAHZICHUCHA I E T2 ?
Q 4.10 Are there written procedures for storage and 4.1 REORE L IO HD, FIRERHY T2
’ warehousing of products?
Does the procedure for storage of packaged 4.1 | G4.11 | BEISh-HEOREFRT, REMOFREEDY A7 EEEL TWETM?
Q4.11 products consider the risk of incompatibilities
between products?
Is the product received in bulk checked and/or 4,1 | F1.5.1. | ®&3, ZEIAFTCEVWTHRE/MRBOIDOF v 7 /TAM2ENT,
Q4.12 tested for quality and identification at the — <
receiving site? RMENET 7
Q4.13 Is each Product lot released and re-certified each | 4.1 F153 | fhiny FEREINZHE. FRAoy MIHTRUOCEIERE L E T2
' time it is mixed with another lot?
Q4.14 Are materials stored in compliance with safety 4.2 R/ R LERFIEL ET L TREShETM?
’ requirements?
Are containers stored in dedicated areas with 42 | F6.1.1 | BZROMBEPILET I, tREILBEUICXSENHERAY TICRESNETHI?
Q 4.15 | adequate separation from other products in order
to prevent errors?
Q 4.16 Are the racking systems in good condition and 4.2 G4.9 D 2T AMIRFRFH T, DOBBEEOERNOTFONETH?

protected from vehicle collision?

WEh1 2




Referto | Referto
. IPEC | SQAS
(lgil:lt:tl;:: _ Question GDP | Distributor Notes
Guide ESADII
section... | section...
Are containers of sensitive products stored under| 4.7 | F6.14 | E=4#—Sh32NEERIT. BOLEETCHEEINE T
Q4.17 appropriate storage conditions that are
adequately monitored?
Q 4.18 Are containers stored protected from adverse 43 | F6.1.3 | RESHI-ABIL, ZEREMLRES LT TN?
) weather conditions?
Q 4.19 Are receipt and dispatch bays equipped with 43 G4.1 AT ROHFT O H ORI, KEOKENLREEI N TWETH?
' means to protect materials from weather?
Q420 Are rejected and recalled materials stored in a 4.4 G4.2 BiaEIR S - ldnik, AREICEST Sh-BiicfREShE+»?
: defined segregated area?
Are materials in segregated areas controlled with| 4.5 K/init, Eoaani-@ifc (e, aEa—F ko) @R AT AT
Q4.21 appropriate systems (e.g. physical or "
computerized)? BRINETH
Q4.22 Are segregated materials appropriately labelled? | 4.5 G4.3 "X, @Oz~ rah, EadanhTtnEdne
423 | Arespecific storage conditions maintained, 46,47 G44 PVEIZIGCT, EORERMVFE, €= —RUEENRTORE TN ?
s monitored and controlled where necessary?
Q424 Are storage requirements for dangerous goods 4.8 fERMEDH ZMMICIWT, BERFOREICBT 2 BERFHALHE - LTWET N2
i met on site and during transportation?
Is there a system in place to ensure that 49 | F2.1.1 | A~V REFPRG~OEREMI-T, BRBTHDZ LERIAETIHED VAT A
Q4.25 equipment for |:3qu storage is designed according K ) EF M2
to product requirements?
Is the storage tank equipped with a monitored 49 F2.1.5 | ZBELREE. MEE2BIEORENSFH 280, €= —alfe BRiIER S
04.26 nitrogen blanketing system or a drying

equipment, if necessary, to protect the product
against oxidation and / or moisture?

T3y VERVAT L EMATREZ /7 BRERESRETN?
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Q427 Is the quality of the blanketing gas, if used, 49 | F2.1.6 | 77V y NHAREIHE, HAOKEING L OBEMENRDHY £+21°?
' compatible with the product?
Is it ensured that the storage temperature is 49 | F2.1.7 | MEOKBALLEMICLELRBS, RERERFEORMICHFFERINETN?
Q4.28 always kept within a defined range and
) controlled, if necessary for product quality or
stability?
Is adequate spill clean-up equipment available 4.10 G4.5 Ko, WO iERaRMmsFIATE T, HHYOME/ BIROREDOFIRLSH Y 301 °?
Q4.29 and are procedures in place for
containing/collecting any spillage?
Q 4.30 | Can spills be adequately contained? 410 | G4.6 NEY ORI, @Ml ShEI»?
y
Q 431 Are waste materials awaiting disposal stored 4.11 REINIPVHIZ., TE2POBURESHLETN?
' safely and properly?
Does the company apply FIFO (First In First 4.12 24t T, FIFO (BANREHL) XNIAETOEEF O (RSl S ok 7 ki)
Q4.32 Ol:lt) or EE:FO (Earliest Expiry First Out) R A L OV E S22
principles in the warehouse?
Q433 Are containers stored subject to a shelf life 412 | F6.1.2 | EBRIULEGFHMOER I AT ACKE CTRES L E T,
’ control system?
Is there a separate storage area provided for 4.13 | G4.12 | EEGHAOHEHHOILDOFEREY THH £32?
i ‘ ials?
e menEicsl Mg M. (ERGHROES, BOLES, R, BILGFAEORE: —HICRESh5HE)
Q4.34 (Acceptable practice is to store pharmaceutical
starting materials together with other raw
materials used for cosmetic, food and feed
applications.)
Q4.35 | Is there a written cleaning program in place? 4.13 BEORBINIER T /T LDBHY ETTH?
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Q436 Are there records for cleaning activities 4.13 TR EBOTLEITH Y T30 2
’ available?
S. Equipment
Is there a documented approach for the design 5.1, 5.2 EXHHBEREORBV OO, RFEOEE, MIERUEHZ I, RMEGTLAFOLD
and modification of equipment for the handling .
Q5.1 of pharmaceutical starting materials including BRANBR s
location, operation and maintenance of
equipment?
Is each piece of equipment in contact with the |5.1,5.2| F7.3 WL OEMT LA, BEEMENLECRTHETN?
Gag | Beteet “;3‘;;i‘:f:‘:;:aa'ﬁ:o“;m‘fﬁﬁ%il“lf;l (B : ROSHETAY, RO, WAL, R L OGBS 5 2 A0
adversely affect the product)?
[s the entire equipment in contact with products | 5.1 F3.25 | WM 22%MIE. BFERCFIRECZ-T, R/ HAISHA THWEIN?
Q53 drained and capped after the operation,
according to written procedures?
Is each piece of equipment (specifically auxiliary|5.1, 5.2, F1.7.5 | &&kfii (FFCBH#IRRGH) X, MEA. SEE. @R, EldthoMBHH ONEZR»H%F)
equipment) designed and used in a manner that | 5.6 S : BB 3 7 . 0
Q5.4 minimizes the potential for contamination of the AEOWERTHERERSRICT SIHCEOS. RERUEESRTETH?
’ product with lubricants, coolants, metal
fragments, or other extraneous materials e.g.
from pressurised air?
Q55 Is defective equipment taken out of service, (e.g.| 5.1 KGR R S E 302 (Fl - B8, BEIE KEOHTLRE)
’ either removed, disposed of or status labelled)?
Q5.6 Is the entire equipment in contact with products |5.1,5.2| F3.2.1 | ®&icHEMT 22K 0, 72— ) 7CE A THETN?

located in clean areas?
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Q5.7 Are there procedures in place to ensure 52 | F5.1.3 | WEEALT, £EEOBEMULRIET SFRELEH Y TT0?
’ compatibility of equipment with the products?
Is pipe work (including devices) in contact with |5.3,5.4| GS.1, | W& EBBH/4 7 BBLEL) KOV T HHAEZEDHL) FHhOfFrOWES
Q5.8 prod}lct labe:llcd v\fith direction of ﬂo.w, where F1.7.2 30 &+ 2
applicable (including name of material)?
Is the entire equipment in contact with products | 5.4 F3.24 | MRICEMTILEERI, HARICIR) X 7ERhTWETN?
Q5.9 clearly labelled?
F5.1.2
Are there a sufficient number of balances and 535 G5.2 R LB, +aRBOXBRUMERSEEHY 302
Q5.10 measuring devices available which are necessary
for the operation carried out?
Q5.11 Is there evidence (records) of regular (quality- 53 G5.3 (MEEFRATRD) EMEL2RMEZED, G (Goik) BdH0 0?2
’ critical) equipment calibration?
Is there a process in place to consider if 5.5 BACBEED H ORZED, WhoSHICEL 52 ZEEREICONT
deviations of calibration of quality critical : i
SRS equipment have had an impact on the quality of HEREEZERT D, HEOTHEANHY ETM*
product since the last successful calibration?
Do operation procedures detail how each piece 5.6 G5.4 fix DEBR 7o ACEWT, YOLICERENDEHOFMIONT,
Q5.13 3:' :(?;npmem critical to the processes should be HREFIEAS IO LTV E 420 2
Q5.14 Is the maintenance policy covered by written 5.6 GS.5 Wl HEtOFMRELRH Y £T5?
’ procedures?
Q5.15 | Is there a Preventative Maintenance Plan? 5.6 G5.6 TR i Rl tEmA Y £9 02
Q5.16 Are maintenance records available? 5.6 GS5.7 ki H 0 T30
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05.17 Is there a process in place for monitoring and G5.8 AT T/ ADE=F—RUKRBDTav ARBHD ET1?
’ approving the quality of maintenance?
Is each piece of equipment in contact with the |5.6,5.8| F1.7.4 | #R&HICEMIT2EE . FRFIE-> THEERVERINETN?
Q5.18 product cleaned and maintained according to
written procedures?
If product exposure to, or contamination with, 5.6 RamAs, HBAL HHACRE /T SRESH S, ThbOYHEIT
Q5.19 lubricants or coolants is possible, are these P WL - B
materials suitable for use in food applications? RERBETORSHERD ) TT 1
Q5.20 Is appropriate cleaning equipment selected to 51 G5.9 | WGOBLREZETH-OIC, BUIREARBIRESNETHI?
' avoid contamination of products?
Is each piece of equipment in contact with the 5.8 F1.7.1 | ®E&LEMTIFERIT, TORGFERAL I TVWETN?
Q5.21 :
product dedicated to the product?
Q522 Is each piece of equipment in contact with the 58 | FL.7.3 | ®& M3 28R EE, @URMENLESRTHWETN?
’ product made of suitable materials?
Are all pieces of equipment coming in contact 5.8 F2.1.2 | S5 LT I2RMOSMMIT, MERUOEMERFRIES L THETN?
Q5.23 with the product, compatible with the product
and in compliance with legal requirements?
(If equipment is not dedicated) is the equipment | 5.8 F2.1.3 | W2 HFFHOEE) B, RO HRELIEERMGOLDIETIC
Q5.24 only used for Food, Cosmetic, and/or Pharma . d
grade products? EHEnTOE TSR
Q525 Is there an effective cleaning procedure in place, | 5.8 | F2.14 | ®EOEENLELHE, FEOEDNLRESHFIRESH Y 02
’ whenever product change is necessary?
Is the loading equipment in contact with 58 | F322 | fFEfMHICEMT IZRBERE T, ) 7F— Sk FREA O, #AshExI»?
Q5.26 products dedicated, or, are validated cleaning

procedures applied between loadings?
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Is the unloading equipment in contact with 58 | F323 | ®eEWicEEmd 2 HEramE, ) 7 — ek FERE AHERICER ShE 52
Q5.27 products dedicated, or, are validated cleaning
procedures applied between unloading?
Is the equipment in contact with products 58 | F5.1.1 | WEicHEMTIEEIHEHTIN?
Q5.28 dedlf:ate.d or are validated cleaning procedures B 2B <Y F— F XN EAFESEA SN E T ?
applied in case of product changes?
529 | I cleaning efficiency of non-dedicated 5.8 HHRARBOERDENEES N TNETN?
Q3. equipment verified?
6. Documentation
Is there a document control system in place 1.2,6.1,| G6.1 XEBTELETHREAR/VE 2 — /%, BYICRIET 2 XEFHR AT LNHY 702
epsu.ring_ proper design, approval, rev.iew, and 6.2, (1SO9001,/2000TH A A—ZhTVE)
Q6.1 distribution of necessary documentation? 6.10
(Covered in the case of ISO 9001:2000
certification)
Is there evidence that documents are laid out in 6.2 G6.2 BHIER, K—ShiBX T HAr O HRL2NE TERILETN?
Q6.2 an orderly manner and with clear and
unambiguous content?
Is every product lot accompanied by a certificate | 6.3 Fl44 | 2TORB Ay FIZ, HHTEAE (COA) E@ESHAE (COC) 2L 31?2
Q6.3 of analysis (COA) or certificate of conformity
(COC)?
Do COAs clearly indicate which tests are 6.3 F145 | COAN, 2uy MRERVCAXy 7oy MREOKHRTHLINERARLETH?
Q6.4 performed on every lot and which results are
obtained by skip lot testing?
Q6.5 Does this certificate provide information about 6.3 F14.6 | MSERICHT A2HEHEATTRESATHETN?
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the origin of the product?
Q6.6 Are COAs from original manufacturers checked | 1.7, 6.4| G6.3 BEPHBICEELTVWALEI %, MR TRLTVET,M?
’ against agreed specifications?
Q6.7 [s regulatory and quality information from the 6.6 G6.4 B R OSEESR T, NEEsOMEFIAMINE TN
: manufacturer transferred to customers?
068 Is the company able to provide full traceability 6.5, | F1.3.1 S#E LT, NERBBEOFELZ LY EY 74 2BHUA[ETTHN?
' on product origin? 7.11
06.9 Is the company able to provide full traceability in| 6.5, | F1.3.2 | £t LT, HHHEEIOWTORLZ LY EY 7 4 ZRUEAIETTN?
’ its own operations? 7.11
Q 6.10 Is the company able to provide full traceability 65, | F133 | £ LT, MEARLEOZEL2Z2 LY E Y T 4 2RBEAETTN?
’ on product destinations? 7.11
Q6.11 Are distribution records kept for each shipment? | 6.5 | F4.1.9 | #ofic#il, FWEICOVWTRES N ETN?
Q6.12 Are loading/shipment data documented so that 6.5 | F622 | FHHINAEBICEBWMTZSL) . B/ @BEOREHIIHERINETHN?
. details can easily be traced back?
Q6.13 When new updated information becomes 6.6 G6.9 FLWEFHERARAAERICR 20, BERESNETNM?
: available, is it dispatched in a timely manner?
Is it ensured that no upgrading of industrial or | See Il | F1.4.9 | & (L& EEHZ L—FER—40, TER/RERZ L — FREPAVBRZWY
technical grade products with identical names to | in the . .
Qi food, cosmetic and/or pharma grade products can| Guideli REERXH Y 302
occur? ne
06.15 Are labels applied to containers clear, 6.7,1.7| G6.5 ARTIT, B AR ORI RIBESNE T AR ERSRETH?
’ unambiguous, and permanently fixed?
Q6.16 | Isitensured that the following information is 6.8 G6.6 FRAVERIICOALIL, UTOE (&) BRI NDZLEZRIELTVWETHI?

provided with each shipment, either on the label
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or on the COA:
Q6.17 - the name of product, including grade and 6.8 G6.6a (—) a4, YL—F, &,
: amount?
- the batch number assigned by the original 6.8 | G6.6b (=) AV CFNOMEEE LISy MESELER, HFAEETCIVHAR /BTN
manufacturer or the batch number assigned by -
Qa1 the re-packer, if the material has been repacked ShksSy TS,
and re-labelled?
619 | - the retest date or expiry date and storage 6.8 G6.6¢ (=) V7 APBELEET A METHLRERE (FIRERESR) OfFH,
Q6 conditions (where applicable)?
cao = identification of the original manufacturing 6.8 | G6.6d (=) *V OFAONERRTE . G FEE ORI .
o6 site and contact details of the supplier?
6.21 Is the expiry date or the shelf-life written on each| 6.8 | F5.2.6 (—) ADURH SV EELNETEEMII TR TLOER (F7 A, 1BCs, K2 Y)
Qé. container (drums, IBCs, bags, etc)?
6.22 Is a Safety Data Sheet (SDS) provided in the 6.9 G6.7 (—) RgECciRtEhsLL7—%—F (SDS) ,
Qs local language:
623 - with each sample of a commercialised G6.7a (—) mERMTHDE.
Q8- product?
Q6.24 - with a first order in a timely manner? G6.7b (=) A—F—ICHHLTWDHE,
6.25 Is the dispatch of the SDS recorded by addressee| 6.9 G6.8 SD S OFEFHZHOWT, WA L BfSBREEESnET»?
Qe and dated?
6.26 Are records and documents for every delivered | 6.10 | F1.4.7 | £/ Sy FORGELFEAEFDL, —EOHMICE W TRESLETH?
Q& batch retained for a defined period of time?
Q6.27 | Isitensured that COAs of the original 65 | F148 | AV PHAMEEEDOCOAILL-> T, HAEOHME | @OLERESRIESNEZTHN?

manufacturer are only used for originally sealed
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and properly stored products?
7. Repackaging and re-labelling
Are the GMP/HACCP principles part of the 7.1 FI.I.1 | GMP/HACCPHEAR, BARRUVEIRY 707 av ADGH Y AT Al
Q7.1 quality system, especially for repackaging and . < .
re-labelling processes? WHATRTVETIN?
Q72 Are there written procedures in place for each re-| 7.1 F54.1 | BMIOBAEEXIC, FHEELHY ETH?
' processing and reprocessing operation?
Are batches of re-processed and reprocessed 7.1 F542 | BRIy F / Wik, BT A M2 I T, HFEhTWEITH?
Q73 products sufficiently tested for quality and
released?
If hazardous (e.g. toxic, corrosive) products are 72 F5.1.8 | fapRe®& (B - A8, Eett) BB/ OBCHFETIHRE. REHROTY; & RRE
present on the site, is there a written procedure . ¢ ’
for segregation or prevention of cross DEHOFREEH D ET2?
Q74 | contamination? GEROBEEEREHRE ST, 0 WAk, EREEHRT)
(The scope of this question includes highly active
materials (e.g. cytotoxics, antibiotics).)
[s the environment of the re-packaging operation| 7.2 | F5.1.5 | #a¥d, iEErbXashl: (W2 b@aRACHTOHNE) RECHERSLETN?
Q7.5 separated from other operations (or at least
devoted to compatible products)?
Q7.6 Are there written procedures in place for all re- 72 | F523 | 2ToOHARRUVHEIRY »7OEESRFIC, FRERHY 30 ?
' packaging and re-labelling operations?
Q7.7 Are line clearance checks and label controls 72 G7.1 MBS _ANVRY ZBIET D, 74V RELTAVEBRELTWETH,N?
’ carried out to avoid mislabelling?
Q7.8 72 G7.2 BREOEERLERADIDO, BEOBYLHBEFELRHY 57

Are there appropriate hygiene procedures in
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place for repackaging operations and
repackaging personnel?
Are written procedures in place to ensure batch 72 | F22.1 | FIAFICLD, BRRD2NRvFOE 7T YA 0T Ly FaaDE)—EORAEDRH Y 30?2
Q7.9 homogeneity in case of mixing different batches
in tanks/silos?
Q7.10 Is a sample for retention taken before unloading?| 7.2 | F3.2.14 | 7RI ARE LORIICITbhvE 7?2
Q7.11 Can liquid product be filtered prior to the re- 72 F5.14 | ZERBE, HAERGOBAREETCE T NI -2 L TWETN?
’ packaging operation when required?
Q7.12 Is there always a representative sample taken 7.2 F222 | RyFREDOEK. LTREY LV IAERBMLTHWETN?
’ after batch mixing?
Q7.13 Is there always a new batch number assignedin | 7.2 | F223 | Ay FREOEFEIX. HiTHFLV ey FESFESOTFTHETN?
’ case of batch mixing?
Is it ensured that analytical data on COAs for 7.2 F224 | BANXyFOREHDOC o ADSGHTEIX, WICHLWAICESS T ENRIESHETHI?
Q7.14 mixed batches are always based on new
analyses?
Q7.15 Is each re-packed lot fully traceable (including 7.2 F5.2.1 | (B¥PROBRA*EHT) Haashlktoy bO FL—AFRIETTN?
’ the origin of the packaging material)?
Are there re-packaging and re-labelling records | 7.2 | F5.24 | #@Q%EFEAHIARY Y BEOBERICHIS L TSRS NETH?
Q7.16 available for each packaging and/or re-labelling
operation?
07.17 Are samples of each batch of labels kept with the| 7.2 G7.3 ZENRyFDFANIENWT, BARRVU /IR Y IORENR NI TN?
’ repackaging/re-labelling records?
Q7.18 Is each lot homogeneous in quality? 13 F522 | vy FOGEIXE—TT»?
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Do you perform key point analysis for positive 73 | F3.2.13 | ®iReLAGC, AL RBERERRT LD, ERHBORELZTLRVETN?
Q7.19 identification and detection of evident
’ contamination before unloading?
Is the Product checked and/or tested for quality 73 | F152. | SOFHFCBIHE,. REOGHLMHNOT-HOBREITORE T2
Q7.20 and identification each time it is transferred from
one container to another?
0721 Are there key point controls performed prior to 73 | F527 | A o AZoWTOERABRHEEARHY 2?2
’ each repackaging process?
Is it clearly indicated on COAs issued by the 74 | F225 | fEny hRUAXy oy b7 X P TOSHEB DR, HEFREHLDOCOAT
distributor on the basis of own analyses, which - 5
Q722 | jtemnsare performed on the specific lot and AT SR E T
which are created via skip lot testing?
Is it clearly indicated on COAs issued by the 74 | F22.6 | HfoEMtt: . WEOHEH, HEXEH SO COATHMICTINE T ?
07.23 distributor on the basis of own analyses, who
’ performed the analyses and who released the
product?
07.24 Is the customer informed when mixed lots are 7.4 G74 | BEévuy b1 256, MEFIEBMLTWVWETH,?
’ supplied?
Q7.25 Are the methods used for the analysis clearly 7.5 DS ORITT 5 COA R, AT HELZHMBIC AL TWETLN?
5 indicated of the COAs issued by the distributor?
Q7.26 Prior to filling, is cleanliness of containers 7.6 | F53.1 | FEHANZ, ZROBFRINVEFERINTWHWETN?
’ controlled?
Q727 Is there a written report for each cleanliness 76 | F532 | BBREOLHD, HEENHY T T0?

inspection?
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Q7.28 Is there a system to guarantee compatibility 76 | F533 | MELAEMEOMIC, BEEEZHERIDIATLARDLY ET5°?
' between Product and packaging material?
07.29 Is packaging material compatible with the 7.6 | F534 | @¥pbEht, WNEORIEMMICH L TRELTWET 7?2
’ product shelf-life?
Q7.30 Are container suppliers selected according to 76 | F535 | ERofaE. mMEFHEEECHE > TRRLTWE TN ?
’ quality criteria?
0731 Are container suppliers qualified and 7.6 | F53.6 | SIEOARIMEESZ, EMAICFML TWETN?
' periodically assessed?
732 Are container suppliers informed about the 76 | F53.7 | ABMAETE. FBVEEXLARCERINTVWA I LE2HLINTVETN?
@ sensitive usage of the product?
Is there an agreement about the primary 7.6 G7.5 | MScEMTIAEMEHISWT, FY PFANEEELOSENDHY £T51?
Q733 packaging materials used with the original
manufacturers?
734 Do you have written procedures on product shelf| 7.6 F13.4 | WSFREMMOERIZOWVWT, FIREXHY £30°?
Qe life control?
Are the use of reconditioned containers and the 77 | F53.8 | @¥pL LT, BHEERUCHERORRIIZE LI TVET»N?
Q735 re-use of primary packaging materials
prohibited?
In the event of reuse of primary packaging 7.7 G7.6 | MEICHEMTLOEMEOBAEFIMAT, Y F— SRk FEIEDRETN?
Q 7.36 material is a validated cleaning procedure
followed?
737 Is the environment of the re-packaging operation| 7.8 | F5.1.6 | HaAEOEERERL, WRHOF A7) —TE»?
Q7. clean and dust free?
Q7.38 Is the environment of the re-packaging operation 7.8 | F51.7 | WEICLERRES, BOEOFEEREIEAZRATMESLETN?
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pressurised with filtered air if necessary for the
products?
Q739 Is the re-labelling process consistent with legal 79 |Did48.1| 70T ovAd, EMERFEE TEEEIGLTEELETN?
’ requirements and industry standards?
Is there a review prior to use, of label contents 7.9 e HAORETNLOMRBIZH LT, FHIICATERTOLE2—2BbD £T1°?
Q7.40 | against information from product suppliers? G177
Q7.41 Is the name of the original manufacturer 7.10 AV OFNVOREEELIT, WETCRBEIhET»?
’ mentioned on product labels?
Q7.42 Are repackaged batches released by a person 712 | G78 | ARy Fai, EEIPOMIAE LA IV HFTShET»?
’ independent from operations ?
Q7.43 Are repackaging and quality records reviewed 712 | G79 | BAELHEHEKIIHOWVWT, Ny FoHFRICEREBR I TVWETN?
’ prior to batch release?
Q7.44 Are only official pharmacopoeia methods or 7.13 | G7.10 | RFEOHYAEE, @A)V T—FENESHT A VHFEOZABMEDRLTWETH?
’ validated analytical test methods used?
Q 7.45 | Is each packed lot linked to a retained sample? 7.14 | F525 | #aoy MIRGFY I 7 3R0ETM?
Are retained samples of sufficient size kept for | 7.14 | F1.64 | %oy b, BEES AL I7BEOHBRERD 5 LT, REY I+ 2 RRHER
Q 7.46 each lot or shipment of repackaged or bulk . .
products for a defined period? SIFCIRETI
Q7.47 Are retained samples stored for at least one year | 7.14 REY T E, RBETRIOLREL1ERREINETI?
’ after expiry date?
Are stability studies carried out in case products | 7.15 | G7.11 | Y PFAREEEOLO L REIBEBICHLEIND Z LA, RETEMRICEKRR
K . : .
Q7.48 are repackaged into containers different from the B8 3 B AT . FEe BRI R X L E 2

containers used by the original manufacturer
when this may be critical to product stability?
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8. Complaints
Does the company operate a complaint 8.1 L4 LT, ¢LHRETHEER L EHLREFIRELERLTWETN?
Q8.1 - .
procedure that describes actions to be taken?
082 Does the complaint procedure contain recall 8.1 G8.1 EHOEFENIL, ) a—AREREE SR E TN
) criteria?
Q83 Are complaints recorded and investigated to 8.2,84| G82 EiRidEEIh, RRLBHEZBEIPOIT-HICHESNAEZTN?
’ identify the origin and reason?
Q8.4 Are other batches considered during an 8.3 G8.3 HHRAEEOR, Ay FIZOVWTHLERESNETN?
e investigation of a complaint?
Q85 Are appropriate follow-up actions including a 8.4 G8.4 BINIZYVa—nNEBERLE, @UOLRT7A0—T v 7RLbNTHETN?
3 possible recall taken?
Is there a procedure ensuring the original 8.5,9.2| G8.5 AN CHNARGEESE LREN., U a—ES) - KA 5O A (REE
Q 8.6 manufacturer a.nd customers are m-formed in case LT 2 FMER S 0 £452
of serious quality problems including recalls?
9. Recalls
9.1 Are there written procedure for product recall in | 9.1 F1.3.6 | MEBERSHLIHBED, WY 2—LOLDIZFIRELH Y £30?
o case of a quality concern?
Is the recall procedure regularly reviewed and 9.3 G 9.1 ) a—AFHIE, EMNCRSSHh, EFHchE»?
Q9.2
updated?
Is there a procedure ensuring all customers and 9.5 G9.2 BRELRBENLRERIIIDPDIRRIZOVWT, 2TORME L YRISHNT S
Q9.3 authorities are informed in case of serious or < . g .
potentially life-threatening situations? CEERELTHWEFMER Y EFNT
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Q9.4 Do records contain sufficient information to 9.6 Ja—NE2BOLT-DOEROTENHY 02
’ allow a recall?
Q9.5 Are records readily available to the designated 9.6 Ja—/ T 5/ EED. BREICREEAATEEI1?
’ person responsible for recalls?
Q9.6 Is the effectiveness of the recall system 9.7 G9.3 Ya—ny 27 AORMERFHh S TWET 22
’ evaluated?
10. Returned Goods
Are returned products stored separately and 10.1, | F6.3.1 | BanBinik, FFEFICHK - T, HHRESHBEDICABR IR E TN
Q 10.1 appropriately handled according to written 44,94
procedures?
Q102 [s there s system in place to ensure that returned | 10.1 G10.1 WMDY, REFMICEINEZLE2RIETIHEDO VAT ALY £T1?
’ goods are placed in quarantine?
10.3 Is there a procedure defining the process of 10.1 | G102 | BEMEDENWEZED D, HELRT ot AOFIRENRHY 30?2
Qs deciding about the fate of returned goods?
11. Handling of non-conforming materials
Do you have written procedures on how to 11.0 | F13.5 | @Gy bORBIZONWT, FIRELRHV XTI
Q111 handle non-conforming lots?
Is there a procedure ensuring that non- 11.1 | GIL1 | BTHEERAFLRINL2WRLIE, FEESRKROTHE~OFRIIIEENDZ L%,
conforming materials are prevented from 5 i . i
AL reintroduction into market unless downgraded or WIELTHOFRE S BT e
reprocessed?
Q11.3 | Are activities with non-conforming products 1.1, | G113 | FEGMOERIDT BTHEAZEZAHT) XE LI THETM?
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documented (including downgrading and
disposition)?

11.3

Q114

Are product non-conformances investigated
including consideration of other batches?

FHEERBIZONT, Ay FOERLEDRAN SNETN?

Q115

Is feedback from customers entered into the non-
conformance system?

BENOGD 74— F2A Ay 713, FRGHOBTBRVATAIIMKINTWETN?

Q11.6

Is there a procedure in place to avoid blending of
non-conforming materials with compliant
materials?

FEAMD, BRH~DT Ly FEMITI2HEOFELH Y 352

12. Dispatch and Transport

Q121

Are there procedures in place to ensure
controlled conditions during transportation of
products where necessary?

LEREE, REWEOMOTRRMGLRIET IHEOFMRLHY T35 ?

Q122

For container loading/shipment is there a check
list for final inspection?

BROFH MBEIZBT IRBRBREDT-OD, Fxy 2 VA MBEHY TT0?

Q123

Are special transport conditions stated on the
label where necessary?

VEREE., BERBERER TV EICREE I TWVWE T2

Q124

[s there an evaluation of transporters in
accordance to SQAS or similar schemes?

SQAS F /IR AF — A BB L XOF MM H Y 352

Q125

[s a key point analysis performed for positive
identification and detection of evidence of
contamination after loading?

HEF & OB ROGERE , Wi/ RATLIEREEBIWBZ TR TVETN?
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Are there formal agreements in place with
transport contractors, specifying sealing
requirements?

12.3,
12.8

F4.1.7

FEOEEFAFRE L. HIEOBERFHLBET HEXSELH Y 302

Is the integrity of seals checked before
unloading?

HHOR2MRERFRE LA F =y Z2EnET1?

Is dedicated transport equipment exclusively
used?

HHOMERBLERAVORETN?

If non-dedicated equipment is used, are there any
specific cleaning procedures with a cleaning
certificate imposed?

HERBRMAEDNLHE, EAEAZLEL TS5, TR AH Y £T00°?

Are cleaning procedures validated?

TR FIREFEEINY TSR TVWETI?

If non-dedicated equipment is used, is there a list
imposed of prohibited or allowed last cargoes?

HFEABRMIEDNDIBE, BRHTORLE /FFrZ2 L4 BLETIVAMEHY 347

[s there an inspection made of the transport
equipment cleanliness before loading?

FEHANC, EERMOHHE AR DY 352

Is inspection cleanliness documentation
available?

IABREOHHIEHIIAFRRETTN?

Are loading and unloading operations designed
to avoid contamination of products?

BARES LIEREDS, REOBHERERT D L) ICHBEN TWETHN?

Is there a formal agreement with transport
companies, specifying suitable materials in
contact with the products?

B & M DI EESHMEHT, MERH L OEXREELH Y £T1?

Is a retained sample from the filled transport

REY I iE, BRERE» S HITRICERENET 2
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equipment taken after loading?
Q1217 Are packaging materials used which prevent 126 | G123 | a%EMeHt, REOBBAEZPE T-OOMEBRER S TWE T ?
' damage to the materials?
Is it ensured that bulk transport equipment and 128 | F14.10 | S“A7@ERM L BFHOZELICE VT, HIESBETH S Z EBMRIES L TWETN?
Q 12.18 | containers received and delivered are properly
sealed?
Q 12.19 | Are all valves and openings sealed after loading?| 12.8 | F3.2.11 | £ ToO/ V7 LRAOMIE, THEEICEHIEIRETMH?
Q 12.20 | Are transport regulations applied? 12.9 X ERTEA S TVWETN?
13. Contract Activities
Is there a written procedure for selectionand use | 13.1 | GI13.1 | EAHRFEOTBE W O-HD, MAXEORE LEMORLKIN-FIRESR DY ET0°?
Q13.1 of contractors for handling of pharmaceutical
starting materials?
Does this procedure include safety and quality 132 | G132 | FEHFL, HAEZTOREOLHOD, B2LEHHITHOVWTOFMEELZEHETH?
Q132 criteria for the selection of contractors?
If a sub distributor is supplied, are they 1322 F7.2 2RIGEEEVBADLBE, TOEERXR/ELZABTIFEBEIZY A LTWETHN?
Q133 signatories to a Responsible Care or Responsible
Distribution program?
] D n 2 ?
Q13.4 Does this procedure include performance 132 | G133 FRRIMAREORIFHL S5 3T
’ evaluation of these contractors?
Are contract acceptors evaluated to comply with | 13.2 | GI3.4 | RIZHESLL, HAFEED GTDP FEICRIET 208 ES L E 4?2
Q135 GTDP principles prior to entering into the 13.3

contract?
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