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Type I and Type 11
 Type I error(a 12, FR5M)

—  Type I error (o WRRE 72 ITREGME) & 13, Ak TIEL W IR EE(RGR, %ﬂ%f\ﬂ LTLEI>#ED
Bz, TR CThHIEHAIOEERRICEN T, GBI —FI2LY) HOBKEER
D755 (0 1BRRE— MR TEHEORLEV] )

 Type II error(f 1B7R, FRF21H)

— Type Il error(B &R, BRREM) & 13, Ak TIELLS 20 & U CUmBEGE 2 328
RXprae, [MELW] ELTRITFANRTLE S EY
Bz X, TR TRV ERAIOERRBRICBWN T, (BEHIMERICZ LWEEHT
AR LFICL ) EEBE (BE) | Oz LG E (Blﬂ%&a NEARY
HZDRHEWV] )
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“Changing’,
“Deviation”,

Type | error(a)
(False positive)

Specification
Type Il error(B)
(False negative)
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Case #1; Diethylene Glycol 1n
Syrop

2006 — T

— BgEHl ey 70, e ES 1004 ORBE DL,

— BT, BED 50% < (BLEIE % £ - 72k A)

— T@EIJESRE] > TACE inhibitor® — 72 BI/EH & L ToO% )
> [EEAR ey oBE

— JFBlD Tglycerin) 1222.2% v/iv ODDEG% & A

— JFEtglycerin® 1B B
* ‘Rasfer International( X~ ) € CNSC Fortune Way( [&]) € Taixing Glycerine
Factory (F'[E)) ; ”TD glycerin” & L CTH#iE ... TD;tidai 1% “FMX ; substitute” C&E
FIANFITITHTE L Tz



Case #2; Heparin

20083 HICHENBEgA LTz [JFEEM~/NT o) O7EYE RN & HE
TEINDHHEHICLY . ~NY BRI Z B 5 B854

ZDOHROFEBIZIY , @FIIEMHLL2WWYETHS |
oversulfated chondroitin sulfate (OSCS)| & M35 W& D154 & ]

FDA CkE) X, 27 19 trn, ZofEE o TJFEE~
NY LB DE LTS



Case #3; Tainted-Baby-Milk Scandal
(Melamine)

¢ 200811 H

o FEBFIZ L IIL.  [Chinese dairy giant Sanlu Group| &
& L7z ITmilk powder] (2, # U\ EHGZE&XZHECTH
1) CTARYEIZ Melamin] 20 T
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’3 error” as a “image*

* Case #1; Diethylene Glycol

"TD glycerin”, TD;tidai means “substitute”, not certified to make medicine

Quality

allly g Case #2; Heparin
Objective

The contaminant was a non-naturally occurring compound

called oversulfated chondroitin sulfate (OSCS)

SpeCifiCation < (They say ‘Using OSCS, Heparin can be produced by low cost’)

Case #3: Melamine

Added to boost their apparent protein content
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NP Save
W 1VI1I uuy J
PIC/S GMP Part | , 1 September 2009

* Specifications for starting and packaging materials
411 4725603 BRI L —RE IR S
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JIVITD anb JPMA
PIC/S GMP Part 1 , 1 September 2009

* 5.26.

526 HFEJFEHIBIE T 5 B EITFLA SN TW DGR ST IG 8 7 B 0 A
EEFRETHIITEEE NSO EREICEAIND Z L, BEFIT LD fENL
SN HRBFEEHIR T A 2 4UeE EEimT A Z RIS, Y
PN, TV ERIREB I OVEEEEA . 7 5 NCTEE B X OAREEHIE TIE 2
G, UEHBFEEOAEL L OVEHROT X TCOMEICHOWT, JEER
JOMGE L ILCHwET D Z LITAIRTH 5,
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GMP Says @

EU GMP Annex 16, not adopted by PIC/S GMP JPMA

 Annex 16; Certification by a Qualified Person and Batch
Release

* 8. Routine duties of a Qualified Person

— 8.1 Before certifying a batch prior to release the
Q.P. doing so should ensure, with reference to the
guidance above, that at least the following
requirements have been met:

« o) IWERFEY AT AMZ XV ERIN D2 TOEA
IXEIINLTWAHA T &
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GQP Says
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Conclusion
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