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A Study on the Comparison of Korea GMP with PIC/S GMP for Enhancing
International Competecy of Medicinal Product Quality

Jeong Yeon Kim and Kyenghee Kwon™
College of Pharmacy, Dongguk University, Gyeonggi-do 410-820, Korea

Abstract — It’s been almost 20 years since the adoption of Good Manufacturing Practices (GMP) in Korea since 1994.
There have been big progresses in the GMP regulations and its implementations. ‘New GMP’ in 2008 has adopted val-
idation, pre-approval GMP evaluation, annual quality review, etc.. Upon the submission of PIC/S (Pharmaceutical Inspection
Cooperation Scheme) application by Korea’s Ministry of Food and Drug Safety in April, 2012, Korea is facing new oppor-
tunity to level up Korea GMP regulations. As such, this study suggested GMP revision points by comparing and analyzing
the differences between PIC/S GMP and Korea GMP. Those areas which GMP is not required such as radiopharmaceuticals
and medical gases should adopt GMP. And independent GMP regulation is needed for Active Pharmaceutical Ingredients
and investigational medicinal products. Also, those regulations shall be implemented in the higher level of legal status.
Finally, rather than pursuing GMP harmonization only for PIC/S membership, GMP improvement in the long term shall be
taken into consideration by reflecting current quality issues such as ICH Q8 (Pharmaceutical development), Q9 (Quality
Risk Management) and Q10 (Pharmaceutical Quality System).
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PIC/S GMPE GMP 7}o| & Part 1, Part 2 @ 24 20719%
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g — fEluEle] QokE Alx 9 FATR] 7152 19944 9
3k olg =1kl NES AX dY GMP oz s}

HE A
1 PIC/S GMP Guide
(PART 1 : Basic Requirements for Medicinal Products)
9 PIC/S GMP Guide

PIC/S GMP Guide (Annexes)

(PART 2 : Basic Requirements for Active Pharmaceutical Ingredients)

Annex 1 (Manufacture of sterile Medicinal products)
Annex 2 (Manufacture of biological medicinal products for human use)

Annex 4 (Manufacture of veterinary medicinal products other than immunologicals)
Annex 5 (Manufacture of immunological veterinary medical products)

3
4
5 Annex 3 (Manufacture of Radiopharmaceuticals)
6
7
8

Annex 6 (Manufacture of medicinal gases)

9 Annex 7 (Manufacture of herbal medicinal products)

10 Annex 8 (Sampling of starting and packaging materials)

11 Annex 9 (Manufacture of liquids, creams and ointments)

12 Annex 10 (Manufacture of pressurised metered dose aerosol preparations for inhalation)
13 Annex 11 (Computerised systems)

14 Annex 12 (Use of ionising radiation in the manufacture of medicinal products)
15 Annex 13 (Manufacture of investigational medicinal products)

16 Annex 14 (Manufacture of products derived from human blood or human plasma)
17 Annex 15 (Qualification and validation)

18 Annex 16 (Qualified person and batch release)

19 Annex 17 (Parametric release)

20 Annex 18 (GMP Guide for active pharmaceutical ingredients)

21 Annex 19 (Reference and Retention Samples)

22 Annex 20 (Quality Risk Management)
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Table II - Korea GMP (KGMP) regulations

HE T ke
1 SR (2013.3.23, H1E A111690%)
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19 AFED} Al2E Jlol=Eel (20129)

20 ook A zo] 9lo] AeHalae o]g rlol=akel (20124)

21 AZA LA & WEjdold IREZ (2009¢)

22 AR deld TEES (20094)
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[Fig. 1].
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Fig. 1-PIC/S member countries (As of July 2013).2%
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Table III - GMP principles of PIC/S GMP and KGMP
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Table IV — Areas without GMP requirement under KGMP
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=
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S} olel] AHgEE ARICRES Telsh ohsiel.
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=

OAA, TEELoREe gl TeRPH T Tejekss <t
Ao #st +32, T A EAA GMPE S-S follska A
+ ofsh, Felokge] 557l - AAF 91 Al223(5
7127 5) Algel At FEE HAOoR sk ooRRe] A
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g AR AAFE gl
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Table V - Discrepancy on GMP areas between PIC/S and Korea GMP

T8 o} PIC/S GMP

=2 GMP

» PIC/S Guide part 2
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b TooRESl qbdo] B 1H, PHE 1]
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g EgoerE gcgful\gl gg{dgij' 1}, 3.3, 7 Wl Eel 3,22}, 3351 617D, AHEAE)
T e (7.37h), Az E= AlRe] Rkl Fo AR Az A Bt
p— (3331, WAAT(127)) T T8% GMP &A1 w4
AR mA ARl

Ao 2A T
2L Aok
o - o] = T
¢ 7% o=
e SlokE

» PIC/S GMP Guide ©]
A F7F AT S

b reloREe) abdel B TH, 13
2.1,3.2,3.3, 7.1 &5 5ol &JAst o
ALY, 4B Y 58

=]

o
X’d —

=

27437}, el o]

B

A

Ty

ZE ald » PIC/S GMP Guidell X
GMP 37} B wAsk e
2R 2 ol

BEA|Z] ok

> FEH AR GMPe] $tslo] GMP 7Hs 4 o & W AskaL ol
> [OJoREE0] ool Ak A1 ) A4z (Rx 3ol FYEEC] 517}
A1) AE 6%
CH-0) M 1 oJoRE Alx Bl S5 A g8 il e
g AR5 oivl, 37 okEe] Aol AEsH oheit

b rojektae] obdel W3t 2, AsF AT FEe) Alan)
o oA 37k GMP 37} HA|

b rojefEe] FmsE A AL 9P Al22EEEE 5) Al

TEECIRE 18] whe 37ba GMP B} WA
XL . b AL F AEE s AlEel ot e Al Qe e
Aw vwel AE (ongoing > PICS GMP Guide | rojove o) qiol pek 12, (R 1] 72 A4 A1E Sl

- o
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Table VII -PIC/S GMP guide annexes and the corresponding guidelines of KGMP
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