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® PIC/SDGMPH 1 K52 (PIC/S GMP Guide)
describe the basic standards of GMP to be followed by industry

<X EBRK>
B Part| (= EU GMP Guide Part ) Chapter 1~9
B Part Il (= ICH Q7A & EU GMP Guide Part II)

B Annexes
» Annex 1~20 (Annex 18(&XRZE)
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Part | (= EU GMP Guide Part I)

- Chapter 1 : EEmmME> AT/, (Pharmaceutical Quality System)
— Chapter 2 : AB (Personnel)

—  Chapter 3 : ¥R Ussfm (Premises & Equipment)

~  Chapter 4 : &1t (Documentation)

~ Chapter 5 : && (Production)

— Chapter 6 : mBEH (Quality Control)

— Chapter 7 : 9MSBZEFE/ESE (Outsourced Activities)

—  Chapter 8 : HIEAKUEMEIYY (Complaints & Product Recall)

— Chapter 9 : H2=1& (Self Inspection)
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B Partll
(= ICH Q7A & EU GMP Guide Part II)

® The first draft of GMP Guide for APIs was elaborated by
PIC/S, before it was transferred to ICH.

® This Guide applies to the manufacture of APIs for
medicinal products for both human and veterinary use.

® QORM principals
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B Annexes
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- Annex 3 : I EFERmMOES
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- Annex 5 : EMYIAREFHEEROEIS

- Annex 6 : EERANADEE

- Annex 7 : 1Y) EFEmMOES
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- BRI,

@ mBURXIIARIA> MEE
P 038 "ASSESSMENT OF QUALITY RISK MANAGEMENT IMPLEMENTATION"

o HHARRICHITBI B ILEEE
Pl 043 “CROSS-CONTAMINATION IN SHARED FACILITIES"

Pl 046 Annex "GUIDELINE ON SETTING HEALTH BASED EXPOSURE LIMITS
FOR USE IN RISK IDENTIFICATION IN THE MANUFACTURE OF DIFFERENT
MEDICINAL PRODUCTS IN SHARED FACILITIES" 15
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Pl 047 Annex “"GUIDELINE ON THE PRINCIPLES OF GOOD
DISTRIBUTION PRACTICE OF ACTIVE SUBSTANCES FOR MEDICINAL
PRODUCTS FOR HUMAN USE"

o F¥ (BRI DftiaEEEEE
Pl 045 "GUIDELINES ON THE FORMALISED RISK ASSESSMENT FOR

ASCERTAINING THE APPROPRIATE GOOD MANUFACTURING PRACTICE
FOR EXCIPIENTS OF MEDICINAL PRODUCTS FOR HUMAN USE"
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Pl 054 "HOW TO EVALUATE AND DEMONSTRATE THE EFFECTIVENESS OF
THE PQS WITH REGAED TO RISK-BASED CHANGE MANAGEMENT"
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Pl 041 "GOOD PRACTICE FOR DATA MANAGEMENT AND INTEGRITY IN
REGULATED GMP/GDP ENVIRONMENTS"
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"Although one of the objectives of this present revision was to prepare a document that would
stand for several years,... It is recognised that amendments may be necessary to accommodate

technological change, to clarify uncertainty or to specifically recognise important alternatives...”
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Chapter 1;Pharmaceutical Quality System / Principle
The holder of a Manufacturing Authorisation must
manufacture medicinal products so as to ensure that
they are fit for their intended use, comply with the
requirements of the Marketing Authorisation...

Chapter 5; Production / Principle
Production operations must follow clearly defined
procedures; they must comply with the principles of Good
Manufacturing Practice in order to obtain products of the
requisite quality and be in accordance with the relevant
manufacturing and marketing authorisations.

33

NIEGMPASODEESRIA

BEI3FD3 (EERBEIIATL)

<>
& gLy EMNMHOHIEEMMEBEVATLTEE T LELLIC,

RIZHBIFDEBETOEFHIEESALN,

— HRRBEEHETI-OOERNGEAH(UTIRERE L
WS )EXEZEICLYED | UEXEIIEEZRELRTLOFE
MeFEDEMERZTRI &,

Z ERETtEEERBICRAEIAEEMMUEEBERVEENRT/IN\EDO+HRE—IEIC
RETHAEYHERERDEEFXEETLE NEREXEICHHTIX. EZE+H=ZED
CE—HEOREEZIT R EFROEEERITHUZNEREEEINHONCDHIEEL
) (U TFTELEEEE | LAMT 2, ) NI ENEE=aE—SICEETS
DERIEICRA LKA LT AT, RES RSN ERERIZETS
B EHEA:. XZIZLYEHESEDIE,

= SEFRICBVCTEERRE AT AIZEHOAETOHABED
BB (ZxTL. nﬂnﬁﬁﬁ&zﬁnﬂn%m%%%wé:ao

(1<)



NIEGMPASODEESRIA

BEI3FD3 (EERBEIRATL)

[£%] PIC/S GMP Guide Part |

Chapter 2 ; Personnel / General

2.4 Senior management has the ultimate responsibility to ensure
an effective Pharmaceutical Quality System is in place to
achieve the quality objectives, and, that roles, responsibilities,
and authorities are defined, communicated and implemented
throughout the organisation. Senior management should
establish a quality policy that describes the overall intentions
and direction of the company related to quality and should
ensure continuing suitability and effectiveness of the
Pharmaceutical Quality System and GMP compliance
through participation in management review.
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Chapter 2 ; Personnel / General

2.1 ..Senior management should determine and provide adequate and
appropriate resources (human, financial, materials, facilities and equipment)
to implement and maintain the Pharmaceutical Quality System and
continually improve its effectiveness...

Chapter 1; Pharmaceutical Quality System

1.6 There should be periodic management review, with the involvement of senior
management, of the operation of the Pharmaceutical Quality System to
identify opportunities for continual improvement of products, processes and
the system itself.
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2.1 (b) Management should:
(1) Participate in the design, implementation, monitoring and maintenance of
an effective pharmaceutical quality system;
(2) Demonstrate strong and visible support for the pharmaceutical quality
system and ensure its implementation throughout their organisation;

(6) Advocate continual improvement;
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Chapter 2; Personnel / Key Personnel

2.6 a) An Authorised Person must ensure that each batch
of medicinal products has been manufactured and
checked in compliance with the laws in force in that
country and in accordance with the requirements of
the Marketing Authorisation;
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Chapter 4; Documentation / Retention of Documents
4.10 ... Secure controls must be in place to ensure the integrity
of the record throughout the retention period ...

PIC/S GUIDANCE P1041
“GOOD PRACTICE FOR DATA MANAGEMENT AND
INTEGRITY IN REGURATED GMP/GDP ENVIRONMENTS"

Data Integrity
The extent to which all data are complete, consistent and

accurate throughout the data lifecycle. The data should comply
with ALCOA+ principles.




