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http://www.most.gov.cn/mostinfo/xinxifenlei/fgzc/gfxwj/gfxwj2019/201911/t20191111_149871.htm
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http://www.bjchp.gov.cn/cpqzf/315734/tzgg27/5019133/index.html
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http://www.nmpa.gov.cn/WS04/CL2138/359943.html
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http://www.nmpa.gov.cn/WS04/CL2138/360015.html
http://www.nmpa.gov.cn/WS04/CL2138/360015.html
http://www.nmpa.gov.cn/WS04/CL2138/360014.html
http://www.nmpa.gov.cn/WS04/CL2138/360014.html
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http://www.cde.org.cn/news.do?method=viewInfoCommon&id=314975
http://www.cde.org.cn/news.do?method=viewInfoCommon&id=314977
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(X EFJE: EMA EudraVigilance Registration Manual )
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/eudravigilance-registration-manual_en.pdf
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(X EFJF . EudraVigilance registration documents for Production)
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/eudravigilance-registration-documents-production_en.pdf
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Warning Letters to Pharmaceutical Companies (FY 2019) - Countries

Costa Rica (1), France (1),
Canada (1), Spain (1),
Taiwan (1), Turkey (1)

Singapore (2)

South Korea (5)

India (12)
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The ,,Top Five” citations (Drugs) in FY 2019

Testing and approval or rejection
Stability Testing of components, drug produet
(21 CFR 211.166) containers, and closures
cited in 22 Warning Letters (21 CFR 211.84) Responsibilities of the quality
cited in 22 Warning Letters control unit
\ (21 CFR 211.22)
\ cited in 41 Warning Letters

Production record review
(21 CFR211.192)
cited in 27 Warning Letters

Vo

EHE(AlL + A)

Written procedures;

Testing and release for deviations
distribution (21CFR211.100)
(21 CFR 211.165) cited in 32 Warning Letters

cited in 29 Warning Letters

(X EJE: Batch Release without Determination of Identity and Strength and other GMP violations - A Look at FDA's Warning Letters over the Last Months)
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https://www.gmp-compliance.org/gmp-news/batch-release-without-determination-of-identity-and-strength-and-other-gmp-violations-a-look-at-fdas-warning-letters-over-the-la
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5 ] £ At 24 i B RN (FDA) RIS B2 5 22 B = (FTC) IR R AT 1 — e B i (5, JRILRAREH S A RAAHER CBD FI7™ dh, T I L™ fh ) 75
AR ENESE. RYE (BEIBRHHERAE) , BRIE &R 0A A5 RORAHESE (B, R 926 R4 RN AK I RBT TERIEE), 50 E A% i e 8 T sk
TEIT NRIIRAEARE T o 5 B 259006 20 5 Ud W VA 2 3 ) 22 2 (8 25 iR B 00 B I AU o AR 12348, )T 23R4S FDA HEHERA R ik Jy
2y, AR BER,

FDA BT 8 ) HoAth JEVE A B CBD P2 i A Rl R 55, IX L= 5 AR AT LU « 12 W, 1677 B6 B e S5 ™ B » Horp—ubr= it —0idi e 7 Bk
Mz iEY , BUNEAISAE N E SR a8, 88 R e K B & & R Esin CBD.

KRR RRAT A B2 K B g 2

5 FDA SHERIZ5 AN A, RAAEHER CBD 7 Y ZE P I R AR N 25 W E R R i) — BB 0 4552 FDA IO & (HEHERDD 245 b A% I GMP X145 5 4t
A CNHERD o BEAh, FDA JEBCA XX L S P& & B A R @A R05TE . W5 FDA HEHERIZGMIAR AR AT & 75 A7 fa R i @ P A 22 4 i)
AT VPA -

SRR, RBRFRBRATAE M S AR R AR ” o BRIk, FDA WIEAERGE IR TAE, LAVFAS 5 RBRFIIBRATAE BLsr (A CBD) A 5K
WEEGE, DL BN R 2 IR RS, MR FIRTEA” .

(L EJE: FDA works on regulatory pathways for CBD products)
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https://www.gmp-compliance.org/gmp-news/fda-works-on-regulatory-pathways-for-cbd-products

