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Raw Material Critical Non Critical
Acids X
API Starting Material X

Bases X
Building Block X
Catalysts X
Chromatographic resins X
Cleaning Agents/ detergents X
Enzymes X
Excipients used in API X

formulations

Filter Aids X
Gasses — Process/Utility X
Grignard Reagents X
Inorganic salts X
Labels X
Lubricants in contact with X

products

Media X
Processing Aids X
Solvents X
Water X

15



'\

qO{o s ET R IERS

TR
i

Supplier qualification and Management Guideline , APIC 2009
http://apic.cefic.org/publications.html

16


http://apic.cefic.org/publications.html

e

LIEIRE

DDE = \f/"fé-\/i/iﬁiﬁ
A B LR
T EA R
L7 ERE

17



/

/ \\

= AL /N
1/ \ Mﬁ: 17 ;_'%'_Q
e e E P EHEEEN TR R
HEFEZREIA NEENZR
o fLERETT - KA - iEHE - (2K EHE
o i [iREE ARIE A
o EEfFEH
o TSN LR E
o FF& REACH AHA
s XEEXIAE
o (LiEpgHI it ey E

nllk

i
\

i

18



/// e —

O & Fete AN s
A0 E \Eﬁi 1~ /L\%JU%JUEQ

SRR R > B RLARIVER ERECER R Al BEREY
AIRE DA & 5 H R
e cGMPIES & S 8%
B GIEST

SH ma e
MR E A2 |
BT 24

S hage

=P |
=
BURE B T A

AIRAE

19



e R 2

PR B R

© PR EEE

AN ERS > 878 HAA e R AR PR

Y EIE S

o IAEHE (BAH 7% )

(95 %N

B

o TR HIFEBAYAE

FHNFAE (Friiris;)




: / -
iy A Bl

TR E RS ROIT B R BE T AT e PA N 28 RE S T
* FUTFR

* EHET]

« EiERE

o SETSIHRERYAEREE

o FUIREE/ NEEE
o ZEHZ T

° ZHEHJAE

o TR BHSEHY R S A0
o HZEH

° RIFTHYERA

o MIGkENE




/ D
3EENFE =2\
/13 L '/l@\' } }/LJ\ HE
BITELL TN SRR A (L e ey e a8 AL S R RE T
&EEE% R
=R 0] R
Ixé 3
o DIREMEREE
o BRI
o ERINE SE
o TEhE




Supplier Selection-Check List

Appendix 2: Supplier Selection check List

Key Selection Criteria (Minimum) AL C”t'c.:al raw Cr|t|c_:al
materials Materials
Specifications X X
Price X X
Manufacturing information X X
Packaging, Labelling information X X
Material Safety Data Sheets X X
Logistic information (Lead time to produce, delivery
time, supply route, ...) X X
Certificates (GMO, BSE/TSE, Residual solvents, ...) X X
Analytical test method X
Key Selection Criteria (Advanced) Non C”t'(.:al raw CrltlcaI.Raw
materials Materials

http://apic.cefic.org/publications.html

Supplier Qualification & Management Guideline , 2009

Appendix 2: Supplier Selection Check

List
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Appendix 2: Supplier Selection check List

Key Selection Criteria (Minimum)

Non Critical raw materials

Critical Materials

Specifications

Price

Manufacturing information

Packaging, Labelling information

Material Safety Data Sheets)

Logistic information (Lead time to produce, delivery time, supply route, ...)

Certificates (GMO, BSE/TSE, Residual solvents, ...)

2> | X

o = e o o

Analytical test method

X

Key Selection Criteria (Advanced)

Non Critical raw materials

Critical Raw Materials

|!- Assurance of Supply

|.A. capacity

What is the capacity of the plant ?

Is the capacity of the company sufficient to meet the long term needs ?

What is the maximum volume that can be manufactured and delivered on yearly basis?

What is the maximum batch size for the products within scope?

What would be the typical batch size for commerical manufacture?

Does the supplier has alternative sites to manufacture the products within scope?

Has the company industrial experience with the chemistry involved?

Does the company intend to manufacture in a dedicated plant?

Does the supplier has the capability to handle specific technology?

How soon can a validation campaign be started?

What is the expected yield and yield range for the products within scope?

AR A bd g e g

|I.B. Safety/Health/Environmental risk

Does the company have the necessary manufacturing permits/icenses available ?
What is the validity of the permits?

Is there a REACH program in place?

What are the EHS standards employed at the site of manufacture?

Has the facility undergone EHS audits?

LSRR A

2> x|

|I.C. Financialibusiness stability

Is the supplier wming fo share data on the financial performance?

Is the company in good financial health?

x| %

What is the evolution of the financial KPIs during the last three years?

Is there a stable shareholder structure in place?

What is the shareholder's long term investment strategy?

What was the turnover for the last three years?

What percentage does the intended spend represent versus the total tumover?

AR b

|1.D. Delivery performance

Does the supplier has tools in order fo track and evaluate their delivery performance?|

24
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Audit Programme: Procedure

Preparation for the audit Selection of Auditors
Preliminary Talks (details see 3.1.2) 1 (details see 3.1.3)1 month
(details see 3.1.1) 1 month in parallel with in parallel with the
month preliminary talks and preparation and
selection preliminary talks

Audit Report,
Signing of Audit Execution of the Audit Reviewing, Signing and
Contract, 2 weeks (details see 3.1.4.) Archiving (details see

3.1.5.)

http://apic.cefic.org/publications.html

Audit FolleoeWBIif (details Audit ProgrammeL Procedure

29
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l Follow up audit

A

‘ Initiating Phase

‘ Selection of Auditors

‘ Preparing the Audit

3 ‘ Executing the Audit

4

Exchange of Drafted Audit Report
Handover of Final Audit Report

http://apic.cefic.org/publications.html
Audit ProgrammelL Procedure

30
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Audit Report-template

i?." ,.' cefic AP/C?TQ'ETJATLEEE?:-’EZL http://apic.cefic.org/publications.html
o . :
] B) Audit Guide
Audit Report Annex 3 - Auditing Guide, Audit Report Template

Audit Report

in the framework
of the APIC Audit Programme

Company

Location

Address

Country

Subject of Audit

Audit Date(s)

Auditor (lead)

Co-Auditor(s)

primary audit 1
hosts/escorts 3
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- Check List of Change Control Assessment

Non Critical Materials Critical Materials
Tmpact on site SOPs, batch documentation X X
etc.
Impact on supply X
Training of personnel X
Process validation
Cleaning Validation X
Equipment Qualification
Safety X
Environmental X
TSE assessment X
Stability Impact and the minimwm period
before release
Tmpact on testing of final product
Extra testing for material received X
Extra testing during production
Extra testing requirements to assess the
impact of the change
Regulatory impact on the filed product with
all appropriate agencies.
*  For new product, the filing strategy is
developed in partnership with research.

- Toar Aald ssemdirat tha Flisa svansr o svaadaA

http://apic.cefic.org/publications.html
Supplier Qualification & Management Guideline , 2009
Appendix 5: Check list for Change Control Assessment 45

A B R P e e

A A

i



http://apic.cefic.org/publications.html

TR
i

0ol 2E TR FE RS

B

(e

~N

¢

Supplier qualification and Management Guideline , APIC 2009
http://apic.cefic.org/publications.html

46


http://apic.cefic.org/publications.html

/V

HiEEZL
B RS SR

ﬁ“”iﬂﬁc

o WIHNEEFEAE ~ BEIEED - #t A8 B Bl 5 LAy B &L
bz > 2B LLE R T O] e o o

b 7 LfERGE fiﬁﬁ DU N B ZEE R TE it vl ES BN

a]gEEIAPI ~ EEF Al n i e o JE R AL FE # CR &

o [y &@%ﬁ%%@% T

o &S EMERLEHE e

o EHETGAICH Q7 9.42/ 3% W oo
—

B a0 BA R EE AL BDSMZ &
FloraGlofi B ESHRE




— B

__— —

ICH Q7 9.4.2

9.4 Packaging and Labelling Operations

* 9.4.2 Labels used on containers of intermediates or APIs
should indicate the name or identifying code, the batch
number of the product, and storage conditions, when
such information is critical to assure the quality of
intermediate or API.
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ICH Q79.4.3

9.4 Packaging and Labelling Operations

* 9.4.3 If the intermediate or API is intended to be
transferred outside the control of the manufacturer’s
material management system, the name and address of
the manufacturer, quantity of contents, and special
transport conditions and any special legal requirements
should also be included on the label. For intermediates
or APIs with an expiry date, the expiry date should be
indicated on the label and Certificate of Analysis. For
intermediates or APIs with a retest date, the retest date
should be indicated on the label and/or Certificate of
Analysis.
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Active Pharmaceutical ingredients Committee At fEpG+5Eg
e http://apic.cefic.org/publications.html

Compilation of Community Procedures on Inspections and Exchange of
[nformation (EMMA)

e http://www.ema.curopa.eu/docs/en GB/document library/Regulatory
and procedural gcuideline/2009/10/W(C500004706.pdf

ICH Q7(2000/11)

e http://www.1ich.org/fileadmin/Public Web Site/ICH Products/Guidel
nes/Quality/Q7/Step4/Q7 Guideline.pdf

PIC/S [FPpktE AR E 2 (2015/10)
e http://www.picscheme.org/publication.php?1d=4
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