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Ref. LﬁmLﬁmmﬂluﬁumaiﬁmhttps://pitipatdiary.com/%EO%B8%87%EO%B8%BZ%EO%BS%99/qc—
ga/outsource-qualification/ N

o E-En
Guideline
1. GMP 2559
2. PIC/S PEQQ9-17

U3ENIANTENTIETITUAULITDY vianinaual 35015 wasaulalunisnszaneen
wuta iy w.e. 2564

PIC/S GUIDE TO GOOD DISTRIBUTION PRACTICE FOR MEDICINAL
PRODUCTS” PEO11-1, 1 June 2014

s G-

WNWEIN9 (Contract Giver) VS 91§59 (CONTRACT ACCEPTOR) T
The contract giver The contract acceptor

Access legality, suitability and competency of CA Adequate premises, equipment, knowledge,

before. experience, material/product and resource
Provide all information to CA that might pose No change can be made if no authorization from

hazard to premises, equipment, personnel, CG
material/product
Monitor and review CA performance If outsource required then need CG approved and
assessment by CA and CG before. The outsource
might be inspected by authority
Review and access to all record in CA, ensure that
all product from CA comply with GMP & Market -y

Authorization
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Contract (Technical Agreement) szvandndrnugsoing

»

»

»

»

Aol NIYId s eIt niudSuIaeladenmusues Market Authorization (Draw

between CA & CG and in accordance with Market Authorization)

Tudrdyy/TennamianaiianediniseSureminnanuinyeuresiaEindauazEsuIN

(Describe responsibility of both party)

Lonansenesalud uvainIsRaaluauinisnsy e wldan Juve iz uing Ade sl9iEin
eamsaL1ele (All records since manufacturing to distribution in CA need to be

available for CG)

Asuinsesgeulviindaiiluesinle uasfusdinisuinagl e AUNSTUNUFADARDY
goaulrluaodnle (CAneed to allow CG to audit (included with CA’s subcontractor))
{°

€

PIC/S GUIDE TO GOOD DISTRIBUTION PRACTICE
FOR MEDICINAL PRODUCTS” PEO11-1, 1 June 2014

CHAPTER 7

m

|

OUTSOURCED ACTIVITIES

71

PRINCIPLE

Any activity covered by the GDP Guide that is outsourced should be correctly de

agreed and controlled in order to avoid misunderstandings which could affect the

integrity of the product. There must be a written Contract between the Contract
and the Contract Acceptor which clearly establishes the duties of each party, <

fined,

Giver
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WN7E313749 (Contract Giver) E;

VS wiNTiES U419 (CONTRACT ACCEPTOR)

Contract Giver Contract Acceptor

Responsible for the activities that contract | Adequate premises, equipment, knowledge,

out experience, material/product and resource

Access competency of CA and audit CAto | No change can be made if no authorization

follow GDP before. Frequency will be based from CG
on risk.
Provide all specific information of product If outsource required then need CG
to CA approved and assessment by CA and CG

before. The outsource might be iri):écted

by authority

Warehouse

Transportation Pest Control

Research & Development Commercial Product Distribution
Manufacturing

PN
Y
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» Questionnaire

» Technical Agreement

» Onsite audit

G-Em

Outsource Activity Questionnaire Technical Agreement Audit
Manufacturing/Packin Yes Yes Yes
g Site

QC Laboratory Yes Yes Yes
Stability Chamber Yes Yes Yes
Pest Control Yes Yes No**
Calibration Yes Yes No */**
Preventive Yes Yes No **
Maintenance

Document and Yes Yes Yeg***
Retention Sample

Storage

Warehouse Yes Yes Yes

Troncoavtation

N
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1. List Quality /or GMP =pp from v ity or ¥ body (FDA, TGA,
ISO, HACCP, Hatal, ISO17025 etc ) (please attach copy of certificates):
e exp. Date:
exp. Date: _
exp. Date
exp. Date: ..
R exp. Date:
Quality i and in use? I No L] ves: Piease prcvlde copy
3. QC Lsborstory capability
-  List of testing capability on sit

4. Does the site have Calibration Master Plan? (| No [ | Yes, if yes pleas= provide copy.

S. Does the site have Pr Pian? [] No [ Yes, if yes please provide
copy-

6. s SOP g 2nd in use? 2 No [ Yes: Please provide copy

7. is deviation management and CAPA SOP available and in use? 2 No [ Yes: Please provide copy

8 s ¥ sor and in use? [ No [] Yes: Please provide copy

S- Does the site have Compiaint Handling SOP? Ll No [ Yes, if yes pless= provide copy-

10. Does the sit= have Out of ion SOP? 1 No L] Yes, if y=s please provide
copy.

11 Doss the site have Validation Master Plan? (] No [ Yes, if yes please provide copy.

12 Does the site have Site Master File? [ No [ Yes, if yes please provide copy-

13. Does the site have Quality Plan? [l No [ Yes, if yes piease provide copy.

14 Does the site have Risk Management SOP? [l No [] Yes, if yes please provide copy.

15 Does the site have internal Quality Audit SOP? [ No [ Yes, if yes piesse provide copy.

16. Does the site have Material Traceability SOP? [l Neo [l Yes, if yes pieass provide copy.

17. Does the site have Data Integrity Governance Program? [] No [[] Yes, if yes please provide copy-

18 Does the site have Training SOP? [l No [ Yes, if yes please provide copy-

1S Does the site have Pest Control Program? (] No [ Yes, if yes please provide copy.

20. Does the site have Product Recsll SOP? (] No [ Yes, if y=s plesse provide copy.

21 Does the site have Hygiene Control SOP? ] No [ Yes, if yes please provide copy.

22 Does the site have GMP Dressing for Product Contact area SOP? [l No [] Yes, if yes please
provide copy-

Wi sze and T ation (No need to if not
1 3 ge? [ No [ Yes, if yes please give list of outside
2. requirs 2 [ No [ Yes, if yes please
- Give list of temperature ranse: o i
TECHNICAL AGREEMENT X
Pagea of 11
TA mio. T EEesas T i I o3
RESPONSIBILITY cc ca
531 Compliance wvalh al relevant  PIC/S or relevant  market
i i - i and g ing 1o GMP, GDP and x
GLP as appropriate.
532 Compliance wvath B Tor
= in Thai eg. i x
Lave, Environmental i Law
533 Inspection. auda and and E x
E of wvith re; istered
533 SeM-i and of faciities and qualty systems. x
Evaluation of wvith
5315 |=' of any i 0 g bl ing OG auwdst
the ipt of a sig audit report
norn authority
5316 Supply CG with any relevant information following PIC/S or other
of the CA v
- Direct concern with CG products andior x

- May impact on the continued supply or quality of CG

pro
517 Allows C©G 10 join PIC/S or any Health Authonty audil that direct to
CG Product manufacturing. packing. warehouse or any relevant x
audit with CS.

5.2 Do nentation
RESPONSIBILITY cG oA

521 Maintenance of the Technical File as a part of Technical Dossier =

for regutatory submission and approva
522 Specifications and 1e=t Procedre S AT s, excipents, =

interme
523 Specifications Tor primary and =
524 DSSion =nd mpprovel of sHtwork for pr-mea packagng x
525 I’Dovelop and approval of masier formula and manufaciurng x

instr C
5286 Develop and app of ylical Specilicaty Snd test =
S5>7 Develop and of 3
528 Development of and I’Bpnrts x x
529 Approval of validation protocols and reports =
s$.2.10 Develop of Batch »g Record and Batch Packing

by following master doalmcrll

5211 the relevant Master Batch Document =
s5.2.12 Prmlde batch O and (MFG Date and EXFP Date) x

for on pack.

711 %

12
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(Complaint & Recall)
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183091381
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> A93UsEluUTEANS A NENAYDINISIANISIUNNSISENAUDENY ddaue (Mock

recall) 3
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SEUgUNISISINAUYNBY. N1UUA > N13andunisiionau
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> NTIATSAUATTNTIYLIIVDY (Class 1) nsraweluiuimlATuuds
2 Tunsdiiladunisudadayauennaninimie
UayyAain e fuvgaon dosdumstuifiduty s
......................... , .h.i‘d73n3{ia']'\T‘SWl{]uﬁ'ﬂiﬂﬂ'ﬁuﬁd1ﬁu7:ﬁﬁ']%u
A1 WuerinelindunmedWimeslden viereli Falufumsusndomsnso

] fa v | wy T agunamsdunifiverAuiassisuly  ee.
- (Cass 1) - \induneienseneglten e

o HE) d 08V o a al a SEAY “* AR - é’ A/ USHIN /T '-'-' . h v
swiv2 | Wueihbinssnisunalunnimsendy M2 b Roarafurmmiegnty/ i e il
(Class 2) nseeelunmety 1-2 Junlasuuda

‘ (Class 2) w?adalﬁtﬁﬂa"ummdaﬁlﬁm ualifleseAuineuse T agduanisiieniiveifuuasiienuly  oe.
R By R e e e o PR wsrunelu 15 Ju
v . dav | M1l ava v dv ‘
w3 Dueniifounounbinelifadunmeiian | s r sowdumadegnvassmshe e 18

- (Class3) | vinorarigbiAndunselusssiush Class3) nszvoeilumelu 3-5 v"umﬁw&_
brvssrsressnsserssee . e O T aguanisduniivenfunasi¥siuly  ew.

nsunulu 30 u I

10



10/25/2023

==

AUIAN 9
N33V UAULD
(Self Inspection)

Inspection (GMP) = Audit (1SO)
> Audit (15O) wuadu...

o Internal Audit
First Party Audit Self Inspection (GMP)

» External Audit
Second Party Audit #539Us2iliulag Customer
Third Party Audit #579Us2lulag Regulator fNu

nOvnY (WU 8e.) deoonluduses, Resatns “as

11
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131

E-

Internal Audit/Self-mspection

Typical self-inspection/audit activities

Conducting Audit
the sudi audit follow-u
activities P

132

12
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Items for self-inspection
82 i * (g)ac
b R . (h)d
standard of requirements. * (i) sanitation and hygiene;
These may include guestionnaires on GMP . (i) d.
requirements covering at least the followingitems: - &
* (o) personnel; ﬁk,)m,.,,,;
Systemsand Risk Ranking : :")’*‘""’"“ ! + () recallprocedures;
R * (9 ] gs and . i
Example: Quality Control e ¢ (m)
it 9 + (n)labels control:
o / - * (o) results of previous self-inspections and any
() equipment; corrective steps taken
* (f) productionand in-process controls;
¢ Sterility test %
133
FIUIIUNITATIVADUAULD
= - -
MNANATIFADUAULEY VUIAN e L5 o | P
Juiimsiaaeu Gaafinsavasu
MIRBUALGTUNITATINADY e dlvidaya
5 g N
EVSIREEN i it WIS s
MM EURLSFUNITATIVADY oo HUTMITTUNTW e
. = HANTIATIY Twanidum . - =
o°«e TWAMINATIADY vunnmMIunie
tiu Tisitu nsalitiu
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283

137

§5a23

Starting material/Raw material

Identification

v 9

WIT0NMTNATDUDU

138

15
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Starting material/Raw material % —
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® 6179813901994 (Reference sample)

@
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o ] @ [
® 617981399AN1 (Retained sample)

@

] Aa o do A =\ 1 ¢ A o o [ dy 1 ° 1
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~ & . . 9 4 Y
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Finished product

Reference sample
v o Y 1 a 4 = o w 1 9 % 1

- %ﬂlﬂﬂﬂlﬁ!‘wENW’EJ@]E]ﬂ']iﬁlﬂi?gﬁ/@]iﬁﬂﬁﬂﬂﬁ']3JT]$!1JEJUG]']5‘1JEJ']®EJNUE]EJ 2 A3 * DY
Y @ o S
19411 viasniuaueiy*

1 Aa o = 9y a1 [ 1 A % . o . 9 S o 1
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User
(i.e. what)

Performance
Qualification
\\ 0Q Test Plan /
Functional Design Operational
(i.e. How as schematic) Qualification (0Q)
(inc. FAT)
Design
Development
1Q Test Plan
Installation

Detail Design
(i.e. How to make) Qualification (IQ)

(inc. PDI)
Qpaﬁ AssessmeD\

— e Implementation #an : Guide on the Quality Management System for the Provision of Meleorological Serv
International Air Navigation

[~
147
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