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(Public Health)

1. International Council for Harmonisation, “Quality Guidelines”.
Website: https://admin.ich.org/page/quality-guidelines
Accessed: 2026-08-01.
22 L§2: ICH Q7-Q8-Q9-Q10-Q11-Q12-:Q13-Q14 2| Z&! J70|=2tQl LRe} ASHAE MY5H= O 5T (ICH)
2. International Council for Harmonisation, “Q8(R2) Pharmaceutical Development”.
Website: https://www.fda.gov/regulatory-information/search-fda-guidance-documents/g8r2-pharmaceutical-
development
Accessed: 2026-08-01.
S8 UJ: O|HE I, HZ 3 S0 TS I5HH 0|5, ZADE 547 (Quality by Design, QbD) & 22|22k (Control
Strategy)Q| 7HE S MHst= o 225t%CH (U.S. Food and Drug Administration)
3. International Council for Harmonisation, “Q9(R1) Quality Risk Management”.
Website: https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q9r1-quality-risk-
management
Accessed: 2026-08-01.
&2 g Z22/d 2| (Quality Risk Management, QRM), $I& 7|8t QAR QS TIIO| T2, &M 2 A=
SETAHZ QT AIE 718 e 2Y¥st= o &8st (U.S. Food and Drug Administration)
4. International Council for Harmonisation, “Q10 Pharmaceutical Quality System”.
Website: https://www.fda.gov/regulatory-information/search-fda-guidance-documents/g10-pharmaceutical-
quality-system
Accessed: 2026-08-01.
& UE: 2ofE AL (Pharmaceutical Quality System, PQS)2| 4, A& HoHF7|, 32 Y,
2| Al £ Eate| & Y 72| A AMHQAE MAEG= o 851%Ct (U.S. Food and Drug Administration)
5. International Council for Harmonisation, “Q11 Development and Manufacture of Drug Substances”.
Website: https://www.fda.gov/regulatory-information/search-fda-guidance-documents/g11-development-and-
manufacture-drug-substances
Accessed: 2026-08-01.
28 Y& d=o|AdFo| /et AlZ23E ofs L ICH Q8-Q9-Q10 H2lE Y=o oE JHet A =0 X Eot= d2E
MHSH= o 8235190t (U.S. Food and Drug Administration)
6. International Council for Harmonisation, “Q12 Technical and Regulatory Considerations for Pharmaceutical
Product Lifecycle Management”.
Website: https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q12-technical-and-
regulatory-considerations-pharmaceutical-product-lifecycle-management-guidance
Accessed: 2026-08-01.
22 LI AT F 515HA| 2 -EA 22| (Chemistry, Manufacturing and Controls, CMC) B &, A= A0ofFE7|
WEH A HEH2|o] A E dY5t= o 2E5HRCt (U.S. Food and Drug Administration)
7. International Council for Harmonisation, “Q13 Continuous Manufacturing of Drug Substances and Drug
Products’.
Website: https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q13-continuous-
manufacturing-drug-substances-and-drug-products
Accessed: 2026-08-01.
28 Ujg: ARo|oFE 1} einjo|otEe| @4 A Continuous Manufacturing), H4B0| T2 - 22|22t U Aoj27|
2e|of 2t ZA| 2ot 22lS 2Yst= o E35HAT. (U.S. Food and Drug Administration)
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https://admin.ich.org/page/quality-guidelines
https://admin.ich.org/page/quality-guidelines?utm_source=chatgpt.com
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q8r2-pharmaceutical-development
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q8r2-pharmaceutical-development
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q8r2-pharmaceutical-development?utm_source=chatgpt.com
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q9r1-quality-risk-management
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q9r1-quality-risk-management
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q9r1-quality-risk-management?utm_source=chatgpt.com
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q10-pharmaceutical-quality-system
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q10-pharmaceutical-quality-system
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q10-pharmaceutical-quality-system?utm_source=chatgpt.com
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q11-development-and-manufacture-drug-substances
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q11-development-and-manufacture-drug-substances
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q11-development-and-manufacture-drug-substances?utm_source=chatgpt.com
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q12-technical-and-regulatory-considerations-pharmaceutical-product-lifecycle-management-guidance
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q12-technical-and-regulatory-considerations-pharmaceutical-product-lifecycle-management-guidance
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q12-technical-and-regulatory-considerations-pharmaceutical-product-lifecycle-management-guidance?utm_source=chatgpt.com
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q13-continuous-manufacturing-drug-substances-and-drug-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q13-continuous-manufacturing-drug-substances-and-drug-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q13-continuous-manufacturing-drug-substances-and-drug-products?utm_source=chatgpt.com
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International Council for Harmonisation, “Q8, Q9, and Q10 Questions and Answers (R5)
Website: https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q8-g9-and-g10-
guestions-and-answers
Accessed: 2026-08-01.
28 LHE: ICH Q8:Q9-Q10 o A A&t sfAdoj 2ot A 22t 22|SHO| 2026 H 5 & RS 2 2Tt ASE
3H0I5t1, PQS 2 20j| st MY S Hetstes o 2835FCt (U.S. Food and Drug Administration)
U.S. Food and Drug Administration, “Current Good Manufacturing Practice (CGMP) Regulations”.
Website: https://www.fda.gov/drugs/pharmaceutical-quality-resources/current-good-manufacturing-practice-
cgmp-regulations
Accessed: 2026-08-01.
&2 E: 0|2 33l R4 o|E A2 22| 7| & (Current Good Manufacturing Practice, CGMP)Q| #& 129} 21 CFR
Parts 210-211 9 &2 AdH5= o &5t} (U.S. Food and Drug Administration)
U.S. Food and Drug Administration, “Facts About the Current Good Manufacturing Practice (CGMP)”.
Website: https://www.fda.gov/drugs/pharmaceutical-quality-resources/facts-about-current-good-manufacturing-
practice-cgmp
Accessed: 2026-08-01.
2E UE: A AFTeZ oorE EAE SE5| BES3T & ole OIRet AlRSE A 4, 2UEHY L SAE Sl
o
R

E242 AH20H0AM EEGHOF SHCHe M2 A HoHs O 2&5FFC (U.S. Food and Drug Administration)

U.S. Food and Drug Administration, “Quality Systems Approach to Pharmaceutical Current Good Manufacturing
Practice Regulations”.

Website: https://www.fda.gov/regulatory-information/search-fda-guidance-documents/quality-systems-
approach-pharmaceutical-current-good-manufacturing-practice-regulations

Accessed: 2026-08-01.

28 W& Ol CGMP 2 Al SAA|AH U eizte] H2o| 2|, S ALY 22 4249 ZFR 2AS
MYste o 2835190 (U.S. Food and Drug Administration)

U.S. Food and Drug Administration, “PAT—A Framework for Innovative Pharmaceutical Development,
Manufacturing, and Quality Assurance”.

Website: https://www.fda.gov/regulatory-information/search-fda-guidance-documents/pat-framework-
innovative-pharmaceutical-development-manufacturing-and-quality-assurance

Accessed: 2026-08-01.

28 UE: SYEM 7= (Process Analytical Technology, PAT), A2t SHOISH-S54 A0 L nt&t-& 7|8t A

A 27|29 =QuterE AHSHE o &&5HRUCt (U.S. Food and Drug Administration)

U.S. Food and Drug Administration, “CDER Quality Management Maturity”.

Website: https://www.fda.gov/drugs/pharmaceutical-quality-resources/cder-quality-management-maturity
Accessed: 2026-08-01.

28 U&E: 7|24 CGMP &5 80| 23, A&H /M, FEE Y d=5=(Quality Management Maturity, QMM)
2 tHAOI X FSSE Ldetote 2 S HYote o 283Ut (U.S. Food and Drug Administration)

U.S. Food and Drug Administration, “Drug Shortages: Root Causes and Potential Solutions”.

Website: https://www.fda.gov/drugs/drug-shortages/report-drug-shortages-root-causes-and-potential-solutions
Accessed: 2026-08-01.

2E UE: oUE £ 72 A0, Mt SEA AR Cist Al A B4 2
M= o 8235190t (U.S. Food and Drug Administration)

U.S. Food and Drug Administration, “Frequently Asked Questions about Drug Shortages”.

Website: https://www.fda.gov/drugs/drug-shortages/frequently-asked-questions-about-drug-shortages
Accessed: 2026-08-01.

28 U8 o 220 oot MZ-BY 2, YR BT AN, 48 7} U HASTHS T8 A0S MY o

=251% Lt (U.S. Food and Drug Administration)
European Commission, “EudralLex Volume 4—Good Manufacturing Practice Guidelines”.
Website: https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-4_en
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q8-q9-and-q10-questions-and-answers
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q8-q9-and-q10-questions-and-answers
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q8-q9-and-q10-questions-and-answers?utm_source=chatgpt.com
https://www.fda.gov/drugs/pharmaceutical-quality-resources/current-good-manufacturing-practice-cgmp-regulations
https://www.fda.gov/drugs/pharmaceutical-quality-resources/current-good-manufacturing-practice-cgmp-regulations
https://www.fda.gov/drugs/pharmaceutical-quality-resources/current-good-manufacturing-practice-cgmp-regulations?utm_source=chatgpt.com
https://www.fda.gov/drugs/pharmaceutical-quality-resources/facts-about-current-good-manufacturing-practice-cgmp
https://www.fda.gov/drugs/pharmaceutical-quality-resources/facts-about-current-good-manufacturing-practice-cgmp
https://www.fda.gov/drugs/pharmaceutical-quality-resources/facts-about-current-good-manufacturing-practice-cgmp?utm_source=chatgpt.com
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/quality-systems-approach-pharmaceutical-current-good-manufacturing-practice-regulations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/quality-systems-approach-pharmaceutical-current-good-manufacturing-practice-regulations
https://www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/guidances/ucm070337.pdf?utm_source=chatgpt.com
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/pat-framework-innovative-pharmaceutical-development-manufacturing-and-quality-assurance
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/pat-framework-innovative-pharmaceutical-development-manufacturing-and-quality-assurance
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/pat-framework-innovative-pharmaceutical-development-manufacturing-and-quality-assurance?utm_source=chatgpt.com
https://www.fda.gov/drugs/pharmaceutical-quality-resources/cder-quality-management-maturity
https://www.fda.gov/drugs/pharmaceutical-quality-resources/cder-quality-management-maturity?utm_source=chatgpt.com
https://www.fda.gov/drugs/drug-shortages/report-drug-shortages-root-causes-and-potential-solutions
https://www.fda.gov/drugs/drug-shortages/report-drug-shortages-root-causes-and-potential-solutions?utm_source=chatgpt.com
https://www.fda.gov/drugs/drug-shortages/frequently-asked-questions-about-drug-shortages
https://www.fda.gov/drugs/drug-shortages/frequently-asked-questions-about-drug-shortages?utm_source=chatgpt.com
https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-4_en
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Accessed: 2026-08-01.
22 WE: EU GMP Part | Chapter 1 2| 2|2FE EAA|AE! Part Il 2] F=Z2|24E GMP, Part I 2] ICH Q9-Q10 &A &
HE-SHE Annex A E dYot= Ol 2EsIRALCE. (Public Health)

European Commission, “Advanced Therapies”.

Website: https://health.ec.europa.eu/medicinal-products/product-types/advanced-therapies_en

Accessed: 2026-08-01.

=82 HE: MEXZH|- FHAR 2A|- 22 ZSA|A| & dTR|=2|2FF (Advanced Therapy Medicinal Products, ATMP)2]
EMI HZO| GMP A7 23 0|22 MUsts o 2825t%Ct (Public Health)

European Commission and Pharmaceutical Inspection Co-operation Scheme, “Draft Revised Chapter 1—
Pharmaceutical Quality System”.

Website: https://health.ec.europa.eu/consultations/stakeholders-consultation-eudralex-volume-4-good-
manufacturing-practice-guidelines-chapter-1_en

Accessed: 2026-08-01.

28 LIS ICH QI(R1), AAIZ2], H3H2 271, 2IZHl2i4, HZSIZO| A Al OoFE B2 o 2 33 2opy
2|0 5% USIUES HUSHE O FRSIAUCH £ AR 2026 9 8 Y 1 Y FA S 33 2 PAIO| OFdl

Z0HO|Ct. (Public Health)

European Commission and Pharmaceutical Inspection Co-operation Scheme, “Draft Revised Chapter 4, Revised
Annex 11 and New Annex 22”.

Website: https://health.ec.europa.eu/consultations/stakeholders-consultation-eudralex-volume-4-good-
manufacturing-practice-guidelines-chapter-4-annex_en

Accessed: 2026-08-01.

2E UE: LIRS 2XM, BRE= A|ILEO YOoHF7] 22|, BlojH AHE A, SSYUA-AFME|A U=, HAEY, WAMY
ASAs 2EO| =H-FS-HI UL 5Tl E At Z=0 2T 0l FAYeE 2Fste o 2ESHRACE = A=

2026 3 8 & 1 & oA 7§ =QtO|C}. (Public Health)

Pharmaceutical Inspection Co-operation Scheme, “PIC/S GMP Guide PE 009-17".

Website: https://picscheme.org/en/publications

Accessed: 2026-08-01.

22 W&: PIC/S GMP Guide 9| Introduction, Part |, Part Il & Annex 7t28} Chapter 1 2] 9|QFE EZIA|AE

7S dYst= ol 283tALt. (PicScheme)

Pharmaceutical Inspection Co-operation Scheme, “Revision of PIC/S GMP Guide PE 009-13".

Website: https://picscheme.org/en/news/revision-of-pic-s-gmp-guide-pe-009-13

Accessed: 2026-08-01.

=& WE: PIC/S GMP Guide Chapter 1 2] E2/0| ‘Quality Management'®j| A ‘Pharmaceutical Quality System’2=
&1 ICH Q109 d2|0| S&E LMY S dYste o 2E3IAUCE. (PicScheme)

Pharmaceutical Inspection Co-operation Scheme, “History of PIC/S”.

Website: https://picscheme.org/en/history

Accessed: 2026-08-01.

28 WWE: 1970 dH QUZ AR (PIO)S 48, 1971 & Ya Z 1995 & PIC/S & & =7t 7F GMP 7|&- A AHA|A|
Zoto| HHE S HHSH= o 5Lt (PicScheme)

Pharmaceutical Inspection Co-operation Scheme, “PIC/S Participating Authorities”.

Website: https://picscheme.org/en/members

Accessed: 2026-08-01.

=2 HE: Ciettl= AEQIAZE LA (MFDS)7t 2014 H 7 & PIC/S 2H0 7|22 = 715 A 2f L GMP X[ A2
A 23t i E S dYst= o 2&3IUCt (PicScheme)

Pharmaceutical Inspection Co-operation Scheme, “Publication of Revised PIC/S Annex 1”.

Website: https://picscheme.org/en/news/publication-of-revised-pics-annex-1

Accessed: 2026-08-01.

28 WWE: 7HE PIC/S GMP Annex 1 2| &, S 2(da2|et 2FH 2|2 (Contamination Control Strategy, CCS)2
45t L PO|FE A2 FHUALH UM S dYst= O E3IUC. (PicScheme)

© 2026 Bio-Support x KPTEC GMP X| 417|442k MEfA| - GMP Knowledge Sharing | H|0]|2]| 34


https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-4_en?utm_source=chatgpt.com
https://health.ec.europa.eu/medicinal-products/product-types/advanced-therapies_en
https://health.ec.europa.eu/medicinal-products/product-types/advanced-therapies_en?utm_source=chatgpt.com
https://health.ec.europa.eu/consultations/stakeholders-consultation-eudralex-volume-4-good-manufacturing-practice-guidelines-chapter-1_en
https://health.ec.europa.eu/consultations/stakeholders-consultation-eudralex-volume-4-good-manufacturing-practice-guidelines-chapter-1_en
https://health.ec.europa.eu/consultations/stakeholders-consultation-eudralex-volume-4-good-manufacturing-practice-guidelines-chapter-1_en?prefLang=mt&utm_source=chatgpt.com
https://health.ec.europa.eu/consultations/stakeholders-consultation-eudralex-volume-4-good-manufacturing-practice-guidelines-chapter-4-annex_en
https://health.ec.europa.eu/consultations/stakeholders-consultation-eudralex-volume-4-good-manufacturing-practice-guidelines-chapter-4-annex_en
https://health.ec.europa.eu/consultations/stakeholders-consultation-eudralex-volume-4-good-manufacturing-practice-guidelines-chapter-4-annex_en?prefLang=el&utm_source=chatgpt.com
https://picscheme.org/en/publications
https://picscheme.org/en/publications?utm_source=chatgpt.com
https://picscheme.org/en/news/revision-of-pic-s-gmp-guide-pe-009-13
https://picscheme.org/en/news/revision-of-pic-s-gmp-guide-pe-009-13?utm_source=chatgpt.com
https://picscheme.org/en/history
https://picscheme.org/en/history?utm_source=chatgpt.com
https://picscheme.org/en/members
https://picscheme.org/en/members?utm_source=chatgpt.com
https://picscheme.org/en/news/publication-of-revised-pics-annex-1
https://picscheme.org/en/news/publication-of-revised-pics-annex-1?utm_source=chatgpt.com
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33.

World Health Organization, “Good Manufacturing Practices”.

Website: https://www.who.int/teams/health-product-policy-and-standards/standards-and-specifications/norms-
and-standards/gmp

Accessed: 2026-08-01.

=2 WE: GMP 2| F9|, ditnt EA2t2(o] 7|22, 1968 H WHO 2= GMP 20t Z{eD} 1969 E 4| 72 2|*F
SHQUSAH =l A S WHO GMP £ td S dYote= o 2&stCt (MAE A7)

World Health Organization, “Medicines: Good Manufacturing Practices”.

Website: https://www.who.int/news-room/guestions-and-answers/item/medicines-good-manufacturing-
processes

Accessed: 2026-08-01.

2E UE: A AU Z AN &+ Qle LY 25 BAF TS Y-S 2(434517| 2l GMP 7t HRstthe
S GMP ZAA0||AH| HF ot o EE3HUCt. (MALH7|T)

World Health Organization, “Guidelines: Production”.

Website: https://www.who.int/teams/health-product-and-policy-standards/standards-and-specifications/norms-
and-standards-for-pharmaceuticals/guidelines/production

Accessed: 2026-08-01.

28 W& WHO GMP 2| ‘iS4 ate| @121t 2026 'd HE/dAr o|okE0| &5t DAE S ARV |=2] 2|4 SHYers
Yotz o 2E3IACE (MALH7]1)

Lol 7P HEME, ro|otE S2| oMo 2ot 21, A 48 £ L | 48 29 2.

Website: https://law.go.kr/LSW/IsLinkCommonlInfo.do?chrClsCd=010202&IsJoLnkSeq=1018238937

Accessed: 2026-08-01.
28 LIS 2|0 - YR OIOME - MBS HA M AOIHE U 2|28 NETIA
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2 2 GMP E57|Z1 A=
L S22V 4UEA=E 285t= dl 2ESHAC. (RAA

= =

AZOHFAUA, roforE A= L FA22|of 2t 7.

Website: https://www.law.go.kr/LSW/admRulLsInfoP.do?admRulld=48642&efYd=0
Accessed: 2026-08-01.

28 W& U ooF Az & SH&27|Ee MF
HE-SEE GMP 2|4 E EYote ol 2E5IR
A ZO|UZ AU, “Q|AF A GMP 7|2 s M L2k,

Website:
https://www.mfds.go.kr/brd/m_522/view.do?company_cd=&company_nm=&itm_seq_1=0&itm_seq_2=0&multi
_itm_seq=0&page=26&seq=8636&srchFr=&srchTo=&srchTp=&srchWord=

Accessed: 2026-08-01.

28 UE: 1977 & =4 GMP 7|2 AlIE, 1994 & GMP 2|23} Y 2008 & A4 H7-H2|H|0| 4-UE-HE - HZAEIL
S2 ZEst M GMP AA2 =Yty S 4YSH= o 285U (ASULB )

AIZEO|OFE O R, “PIC/S GMP Guide PE 009-17—Part |, Part Il and Annexes”.

Website: https://www.mfds.go.kr/brd/m_616/view.do?seq=23428

Accessed: 2026-08-01.

=8 YE: AEOIAE LRI A& st= PIC/S GMP Guide PE 009-17 2] Part |, Part Il & &M 22 E &Rl =LY
GMP 2t PIC/S GMP 2| =& 23t A E HHS= O 2ESIRACE (AFAFZ )

U.S. Food and Drug Administration, “Milestones in U.S. Food and Drug Law”.

Website: https://www.fda.gov/about-fda/fda-history/milestones-us-food-and-drug-law

Accessed: 2026-08-01.

2 E: 1202 '3 Wo| 2H =Y 4], 1820 H 0|2k, 1848 H U AZH, 1902 H MSSHAA|A| 22|, 1906 A
AlZO|oFEY, 1937 @ HIpHOI0|E AtLl, 1938 | AR AFZ-0|AdE-3ld & 2 1962 F AHOH-ai2|A HHH &
O|otE EZI Ao ErMnYH S MHSH= O EE25H%C (U.S. Food and Drug Administration)

National Institute of Standards and Technology, “Defining the International System of Units (SI)”.

Website: https://www.nist.gov/nist-museum/defining-international-system-units-si

Accessed: 2026-08-01.
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United States Pharmacopeia, “Early Pharmacopoeia Influences”.

Website: https://www.usp.org/sites/default/files/global-impact/1820/01-early-pharmacopeial-influences.html
Accessed: 2026-08-01.
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E-EstACE. (USP)

American Society for Quality, “The History of Quality”.
Website: https://asq.org/quality-resources/history-of-quality
Accessed: 2026-08-01.
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International Organization for Standardization, “About ISO—ISO 9000 Family”.

Website: https://www.iso.org/about
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https://admin.ich.org/news/ich-assembly-welcomes-new-members-and-observers?utm_source=chatgpt.com
https://www.mfds.go.kr/brd/m_522/view.do?company_cd=&company_nm=&itm_seq_1=0&itm_seq_2=0&multi_itm_seq=0&page=26&seq=8636&srchFr=&srchTo=&srchTp=&srchWord=&utm_source=chatgpt.com
https://picscheme.org/en/history?utm_source=chatgpt.com
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q7a-good-manufacturing-practice-guidance-active-pharmaceutical-ingredients?utm_source=chatgpt.com
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q7a-good-manufacturing-practice-guidance-active-pharmaceutical-ingredients?utm_source=chatgpt.com
https://admin.ich.org/page/ctd?utm_source=chatgpt.com
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/pat-framework-innovative-pharmaceutical-development-manufacturing-and-quality-assurance?utm_source=chatgpt.com
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/pat-framework-innovative-pharmaceutical-development-manufacturing-and-quality-assurance?utm_source=chatgpt.com
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q8r2-pharmaceutical-development?utm_source=chatgpt.com
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q8r2-pharmaceutical-development?utm_source=chatgpt.com
https://www.mfds.go.kr/brd/m_522/view.do?company_cd=&company_nm=&itm_seq_1=0&itm_seq_2=0&multi_itm_seq=0&page=26&seq=8636&srchFr=&srchTo=&srchTp=&srchWord=&utm_source=chatgpt.com
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q10-pharmaceutical-quality-system?utm_source=chatgpt.com
https://picscheme.org/en/members?utm_source=chatgpt.com
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q12-technical-and-regulatory-considerations-pharmaceutical-product-lifecycle-management-annex?utm_source=chatgpt.com
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q9r1-quality-risk-management?utm_source=chatgpt.com
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q9r1-quality-risk-management?utm_source=chatgpt.com
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/risk-management-plans-mitigate-potential-drug-shortages?utm_source=chatgpt.com
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/risk-management-plans-mitigate-potential-drug-shortages?utm_source=chatgpt.com
https://picscheme.org/en/news/publication-of-revised-pics-annex-1?utm_source=chatgpt.com
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q13-continuous-manufacturing-drug-substances-and-drug-products?utm_source=chatgpt.com
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q13-continuous-manufacturing-drug-substances-and-drug-products?utm_source=chatgpt.com
https://picscheme.org/en/publications?utm_source=chatgpt.com
https://www.who.int/teams/health-product-and-policy-standards/standards-and-specifications/norms-and-standards-for-pharmaceuticals/guidelines/production?utm_source=chatgpt.com
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