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compliance - H% Chapter 45 24 Biological Drug Products - Chapter 46 7 New Drug

Evaluation - Chapter 56 7 Drug Quality Assurance -

MAPP ( Manual of Policies & Procedures ) &2 CDER FINEIFES -

Date

MAPP # Office Title Category Posted -

5021.5 Office of Pharmaceutical ~Assessment of Facility-Based Deficiency Major-to-Minor Regulatory Review and 6/12/2023
Quality Reclassification Requests Scientific Policies

5210.4 Rev  Office of Generic Drugs Assessment of Bioequivalence Studies with Clinical Endpoints in ~ Generic Drug Review 4/28/2023

3 ANDAs

7600.6 Rev.  Office of Strategic Requesting and Accepting Non-Archivable Records in Electronic Information Technology 4/24/2023

2 Programs Format for New Drug Applications

4100.2 Office of Translational CDER Staff Participation in Public Private Partnerships and Regulatory Review and 4/21/2023
Sciences Consortia Scientific Policies

SOPP ( Standard Operating Procedures and Policies ) £ CBER HIANESFE/ -
Standard Operating Policies & Procedures (SOPPs)

Section 8000: General Information

Section 8100: Communication

Section 8200: Investigational New Drugs (INDs)

Section 8300: Master Files

Section 8400: Marketing Applications

Section 8500: Compliance

Section 8700: Medical Devices

Section 9150: Office of Therapeutic Products
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13. ERPEASEBAT (PEAREBIENE (EREIR ) AFERERNREL
http://www.natcm.gov.cn/fajiansi/gongzuodongtai/2023-07-18/31299.html

14. BRABRBRARTEL (AmaEaERE (H17)) BIoFRRBRSENBEN (BHNKH
& (2023) 26 5)
https://www.nmpa.gov.cn/xxgk/fawj/gzwi/gzwjyp/20230721091201181.html

15. RTAFIEK (A MM AR FEMRAEARTESEN (ERKENRE )Y EIRVEMN

https://www.cde.org.cn/main/news/viewlnfoCommon/a22c77e9cbf0c3f02005e83da1d4c
660

16. RT AKX (ARMNERGT =RiaRBERYBZREABSERN (KRR ) =
DU=NpGRAN

https://www.cde.org.cn/main/news/viewlnfoCommon/a836e2cf0641d55a72b3132a0690
ar’ed

17. EXARBAFRORT &M (PHMAIMAKDLAZmVE 2 ARZARESREN (i
7)) WBE (2023 F5%E415)

https://www.cde.org.cn/main/news/viewlnfoCommon/c36e5f39426b9a402be39c89016e
be7c

18. RT (RMBERB/BHMEELENER AT ~RaRRRFBLZHRSTENRARESRL
(IEREWA ) KRR

https://www.cde.org.cn/main/news/viewlnfoCommon/c81e168ac50a3bc7cf325a71f7742
568

19. BRALBAFPRLART AT (AR ETEHRELHBZ NP AEFHIFIAZMEREAR
BEEN (17 ) WBE (2023 FF425)

https://www.cde.org.cn/main/news/viewlnfoCommon/861799feb6f3be49dbc8a365a3eef
fOa

20. 2T (OEFMaBBNEY SRUEMFRRSRN (BKERRE ) FATMKAESRN
ATFHEREWRIE N

https://www.cde.org.cn/main/news/viewlnfoCommon/220ed105a395e570079006b9ca9
e86f9

21. ERABBAFPROLRT AT (FNERAMARTEREAEMRESEN) HWES
(2023 FEHE 43 5)

https://www.cde.org.cn/main/news/viewlnfoCommon/beef37b41b0a2d10b72ba1465a7a
19e1

13

400-8770626 canny@tigermedgrp.com



Cann
ERITEYS ity

22. ERARBATFROLRT KT (UBEFAP OV IBRER IR RAEFESERN (117 ))
(URBZBAF LA IMARILIESLFERARES RN (1517 ) (UREBAFONAYIRE-
MBI AR ATRESRN (1517 )) BEBS (2023 F£544 5 )

https://www.cde.org.cn/main/news/viewlnfoCommon/42c008e28f7004cd19b739491423
80bd

23. RTAHIEKR (EZAXBEMAIGKRAEBZMERAESZREN (ERERRE ) BN
@A
https://www.cde.org.cn/main/news/viewlnfoCommon/72d2cd23df99fcab939e882266d1
95e0

24. ERGEBRT A (FPARAGEEERESEN (1417 ) (FRXRARRPHATETE
FARESEN (317 )) WES (2023 FF 355 )
https://www.nmpa.gov.cn/xxgk/qgta/qtqgtq/20230728173518136.html
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