>

et td ey = 97|

S|AHE w QLY

Ho
ro

n

ZA7|E OHYA| SOt HAZ 126, 3207 & (HUYS, WEQH|ZELS]) () 14057
Tel: 031-596-6030 /031-426-0907~8 Homepage: www.kptec.or.kr / e-mail: kptec@biosupport.co.kr

2022 A= H| 349 3|Xt (M2 2 2Y GMP 1E2| 0|5 2Ly

FAl: 32 H|2U7| &S (KPTEC) SH0|X| 3| Hst
HxE: 2 1|18 ZAtd, ZoEAHAN 2AIXH
{5te] HZS 7||&LCt

TAteh 2lAEHe F38 A
otZiet Zo| T=HY7|suFAU| XE WICAHYES HUES| QL AR FHXSHAZ| HEELICH

=
({718 n{etf= ZHO|IX|E FZESHM K. www.kptec.or.kr).

oF -
[37E A7)

WRIEE: H3492X [MEL 22 GMP 1#7E2| 0|dl]
ngYH: jHL S

nS&EA: AWHI AZ (MY 2H) http://wonbangtech.com/
wsY: 2022'3 128 16Y

nsHd % 58

=ZE2Y GMPHE0| EREES ZYs "EFNMU g V|Hte R HE A1 JAen, Lot F2Y
GMPT#E2 X|&Hoz X3E O|F1 ULt BF/MMLS "2EHES 7|8te] EZo| M7t HeFZEXRH0|H,
GMPO| MEX Ofsf X HAHo| ZRHM0| F£3| F7tstn ULt

olof 2 unsldoMe 2o 22Y GMP #8 S0 7tE Hot Issue® [ICH Q13 2|¥E2| A3 % (Draft)}

20229 =0 MEZ 7H™HE EU & PIC/S GMP Annex 1 £#2|%E HxX] S0 Ot X|A3Ret HEE Hast
Xt o}

REOOFE, M CQofE, BIO|R9|9HE, HEHIO|RQE 52| FaofEs M=dt=s gHMo H2 =50 2

TE 23 7 3 71| Eatel
4 oFX OI%E M= W SH2of BT 7Y, [Er1] FIAAE M=

PIC/S PIC/S GMP ANNEX 1 MANUFACTURE OF STERILE MEDICINAL PRODUCTS(2022'd 9 7id)

EMA EU GMP ANNEX 1 MANUFACTURE OF STERILE MEDICINAL PRODUCTS(2022'd 8¥& 71%)

Guidance for Industry, Sterile Drug Products Produced by Aseptic Processing
- Current Good Manufacturing Practice, 2004
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Publication of revised PIC/S Annex 1

The revised Annex 1 to the PIC/S GMP Guide on the manufacture of sterile products has been published and will
enter into force on 25 August 2023, except for point 8.123 which is postponed until 25 August 2024. The date of
entry into operation is aligned with that of the revised EU Annex 1, which is identical to PIC/S Annex 1 (with

some very minor editorial differences).

The entry into force closes a long revision process, which has been driven jointly by PIC/S and the EMA
Inspectors’ Working Group (IWG) on GMDP in close co-operation with the European Commission (EC) and the
World Health Organization (WHO). This has been a best-in-class model of international co-operation between EC,
EMA, WHO, and PIC/S.

Annex 1 was first published in 1971 based on a PIC/S recommendation to ensure the sterility of medicinal
products for the benefits of patients. It has undergone a number of partial revisions since its publication. This is,
however, the first full revision aiming at restructuring this Annex, adding clarity to the requirements on the sterile
manufacturing of medicinal products and introducing the principles of Quality Risk Management to allow for the

inclusion of new technologies and innovative processes.

PIC/S decided to establish a Working Group on Annex 1 at its Rome meeting on 15-16 May 2014. It was then
merged with the EMA IWG Drafting Group with a view to jointly revise Annex 1. WHO also decided to join the
revision process with a view to align Annex 1 to the WHO GMP Guide. The joint Working Group included
representatives of the Competent Authorities of PIC/S and EEA as well as WHO. The Working Group was first
chaired by Andrew Hopkins (UK / MHRA) and then by Abdelaali Sarakha (France / ANSM).

Following two written consultations of Competent Authorities, the revision of Annex 1 was submitted to joint
public consultation in December 2017. Over 6,300 comments were received during the 3-month consultation and
then reviewed by the Working Group in 2018-19. This resulted into a new draft of the revised Annex 1, which was
submitted to a second joint consultation from February to July 2020, during which approximately 2,000

comments were received and then reviewed by the Working Group in 2020-21.

The revised Annex 1 was then submitted to adoption to the EMA IWG on GMDP and the PIC/S Committee on 1
March and 29 April 2022, respectively. It has then been published by the EC on Eudralex and by PIC/S on
the PIC/S website.

£ X: https://picscheme.org/docview/4737
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Z9| CGMP Of CHgt 7IO|HAZA FDA 710|EA Q7 Good Manufacturing Practice Guidance for Active
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Marcus Research Laboratory. Inc. WARNING LETTER WL #615153 September 30,2021
https://www.fda.gov/inspections-compliance-enforcement-and criminal-investiga tions/warning-
letters/marcus-research laboratory-inc-615153-09302021
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www.biosupport.co.kr / gmp@biosupport.co.kr

GMP & Validation Consulting Scope

New GMP Facility Consulting(Turnkey Project)
[Conceptual Design Execution, VMP, QRM(RA), URS, DQ, 1Q, 0Q, PQ, CSV, CV, PV and/or PQS Consulting]

GMP Facility for Oral Solid Dosage Form, Liquids, Ointments, Eye Drops 8 Injections

Conceptual Design

Execution or Review GMP Facility for APl / Biopharmaceuticals / Gene & Cell Therapy

GMP Facility for Health Functional Food / Medical Devices

Enhanced Design Review of Basic & Detailed Design of GMP Facility

Validation& Qualification Master Planning Consulting(Quality/System Impact Assessment)

Quality Risk Management(QRM) System Consulting & Execution

URS & Design Qualification Execution

Installation & Operational Qualification Execution / Performance Qualification Consulting & Execution

Computerized System Validation Consulting & Execution

Cleaning Validation Consulting / Process Validation Consulting

Aseptic Process Validation Consulting / Aseptic Gowning Procedures Validation Consulting / Environmental
Monitoring Process Consulting & Execution / Disinfection Efficacy Validation Consulting

GMP & Validation Training / GMP Mock Inspection / Vendor Audit

Pharmaceutical Quality System(PQS$S) Consulting

GMP Facility Commissioning & Engineering Supervision Service GMP & Healthcare Technology

H7| UYA S¢U HE 13HZ 65, 25 (HYs, WAEO0|LY) / TEL 031-446-7200/ FAX 031-446-7210
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GMP 2F, AlBA Sof Cf3t M7 % AX|LO|Y A2
AO[M MNate FRHIT AH] M QAR M2k www.secglobal.co.kr
Y ESIP 1= | API Plant, GMP Z=H|/Hi2 2| 27 & A5 H2 YA 031-351-9341
HEHIZZA | M2 | MESLAIAY CIP/SIP AIAE A2 L AR MK www.haedongwater.co kr

031-386-3901

i 02
Ho
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~

rorrg

ICR, BCR(GMP, GLP, HACCP, BIOHAZARD) 7|A|AH| AA|, A|
S, FAT/SAT, SZHH| ME2YHN / HAFSE 7| A My SA

http://wonbangtech.com/
02-6230-7070

Hef71A EH|

MEZ|RA — HE2SE MZTH 7|lsMHA 2 HE www.sartorius.co.kr
T 2|OtH}o| 2 H| =0e Filter Validation Service 031-622-5700
Al I of © ool &lsF =0 RKMH | i i
oFE M LIEI2| gxs | HE §1|—|, DDE, M Q)L‘R. %—l Iﬂ-n-enﬂl AMEEE= & www.artsanitary.com
B HiEAA 2 3R A4 2 HE dEYA 031-434-2800
= AL > .
UESu ojAts RZI, 7|, 27|, UM, Ye FEFFY7| 5 44 * www.sjpmt.com

HE HEUH

032-508-1284

SAtO[ 1A

0z
ol
jin

Bioreactors & Fermenters, Centritech Separation System,
Chromatography System, Isolator, Autoclaves, Y& Qt7%}¢]
CH(BSC), Automatic LAL Testing System, MODA(Mobile Data

Acquisition) & Z|EMH|A I HE

www.youngscience.com
032-624-4500

Computerized Syst

em

AZ KR A|AE MES, POP S2| M7, AX| I FAT/SAT

www.saehimit.com

MeB=rlE ) B82S Gja kA BEYN 043-217-9953
GMP & Validation ZMY
WOl MEE 21740 éi\é;.‘ % {:Iwrgg '\G/IMP System,'Qua;I’:f)iE‘aé:on & Validation, gmvv@bgi";‘upppgﬁfcoﬁr
, , , Mock Inspection 7AEE 031-446-7200
GMP A Decontamination
C171 s&s 7y | VHP S0, ¢3S % A=A, P 3 COP MAEH, www.deconsns.com

Bowie-Dick Test Pack 52| HE, EZO & A{H|A

02-2047-6300
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