Page 1 of 35

T |FDARGMPIEE

L IFDPL FiikE 4k

m 1.5, Food and Drug Administration www. fda.gov
Frotecting and Pramoting Public Health

FDAHJGMP#E &

CDER

Uduak M. Inokon, Pharm.D., M.A. R Ph.

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 2 of 35

m 1.5, Food and Drug Administration
Frotecting and Fromoting Public Health

o HLERIAZE (Pre-Approval Inspection , PAI)
o ETHXBEHIGMPIL E

- HEHE

-HERRE

- KEHEE
« FmAME

m 1.5, Food and Drug Administration
Frotecting and Fromoting Public Health

N ZENNARRELREER
ESEN:
« SBENMRPLOXREER
o TR EN
« ETREMBERMRE
s BEEREWKRBR
s FRERFREE

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 3 of 35

m 1.5, Food and Drug Administration
Frotecting and PFromaling Fublic Health

BERTS: Tk, 2SR EERBIIHEREBIF

FATIA R &R RRESH. 8HE. REFERT,
REBAIEME S SRENAR, MAF ZWE.

——Janet Woodcock, M.D.

.5. Food and Drug Administration
rotecting and Promoling Fublic Heaith

HORETRE

(B EméRittmzizR) fE, RE4m
£ I BEMENRERNAZE, UUEA
FHSES~. ML, SRMENANZEMIEHITE
M B LARIRZS MRVttt . AR, REMNAERTE
JUT, FDAZFBEHEHENDASKANDA.

£ JIFDRCATEE 505 (d) 5% « 5 505(j) (4) (W& (21 U.S.C.
§ § 355(d) (3) . 355(j) (4) (A)

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 4 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



KBIMAZR (profile system) LAFZmRERIEK
=i, FERINNERERTRAE, &l

Page 5 of 35

AEM, MARETIRE

BRI D R AT BT il E

PRI LRI EI1],
& PRINEBZEE
I3 HACH- R M 73
CFN- Non-sterile-API by fermentation- 2R BN CE R 2.
CFS:» sterile API by fermentation. oy A AE S RE- Bk S ¥R
CHG- Capsules, prompt release- UBEE Sl -
CSG. Capsules, soft-gelatin. SR I
CTR- Capsules, modified release- RN
TCM- Tablets, prompt release- SRR G
TTR- Tablets, extended release. Gy A,

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ

2018/6/2



Page 6 of 35

PAIH #r
(Sections
33-3.4
CPGM)

mf 1.5, Food and Drug Administration
Frotecting and Promoting Public Heaith

PAI f?i&'l (withhold recommendation)
HNEERHA

o RRPETE/ ZRINRENAFE

s PUFKERTFREZRE/ BRI ZESHME =/ £t
AP Zi2BLE (facility withdrawn)

« MtRBER/ A/ TZERTTES
« KWEEHATS
¢ BRERIERBEATS

BRI TS RS, HEER
10

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 7 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 8 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 9 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 10 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 11 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 12 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 13 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 14 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 15 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 16 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 17 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 18 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 19 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 20 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 21 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 22 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 23 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 24 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 25 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 26 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 27 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 28 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 29 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 30 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 31 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 32 of 35

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 33 of 35

m 1.5, Food and Drug Administration
Frotecting and Pramoting Public Heaith

B W

e Brian Hasselbalch
e Tara Gooen
e Teddi Lopez
e Tamara Ely

63

m 1.5, Food and Drug Administration
Frotecting and Pramaling Fubitic Health

A ETFIARTE, HKEIAIR
F, SIEFHFFORLZZRFR.

- MELSOMN MANDELA

https://mp.weixin.qq.com/s/JACD-MUFmX7VB7lcgSWvkQ 2018/6/2



Page 34 of 35

m U.5. Food and Drug Administration www.Fda.gov
Proteeting and Promoting Fublic Heaith

EZOGMPHEHXEEE R

IEREESMTRIEEFM (7346.832)
http://wcms fda.gov/FDAgov/downloads/Drugs/DevelopmentAppro

valProcess/Manufacturing/QuestionsandAnswersonCurrentGoodM
anufacturingPracticesc orDrugs/U 1.p

CGMP EfiHE 3%
http:./mww.fda.gov/AboutFDA/CentersOffices/CDER/ucm096102.htm

8] & (Q&A)

http://www fda.gov/Drugs/GuidanceComplianceRegulatoryinformation
?%maance@ucm’lf_ﬁ?d .him

65

SEH

[1] FDA. Investigation Operations manual 2017[EB/OL].[2018-05-19].
https://www.fda.gov/downloads/ICECI/Inspections/IOM/UCM127451.pdf.
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