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MDStagelz2WVT (FD 1)

Harmonization Item Pgegr?’l(iligggggia Stage Draft Signed-off
E-01 Alcohol EP 6 - 2001.10.24
Rev 1 EP 6 - 2002.9.9
Rev 2 EP 6 2004.11.17
E-02 Dehydrated Alcohol EP 6 - 2001.10.24
Rev 1 EP 6 - 2002.09.09
Rev 2 EP 6 2004.11.17
E-03 Benzyl Alcohol EP 6 - 2000.07.18
Rev 1 EP 6 - 2005.11.08
Rev 2 EP 6 - 2008.06.03
Corr 1 EP 6 - 2011.06.15
E-04 Calcium Disodium Edetate JP 6 - 2005.11.08
(Review) Rev 1 JP 1
E-05 Calcium Phosphate Dibasic JP 6 - 2005.11.08
(Review) Rev 1 JP 6 - 2011.06.15
E-06 Calcium Phosphate Dibasic Anhydrous JP 6 - 2005.11.08
(Review) Rev 1 JP 6 - 2011.06.15
E-07 Carmellose Calcium USP 6 - 2001.10.24
Rev 1 USP 6 - 2003.07.17
E-08 Carmellose Sodium UspP 3rev.l 2009.01.09
E-09 Croscarmellose Sodium UsP 6 - 2001.10.24
E-10 Microcrystalline Cellulose USP 6 - 2004.02.18
Rev 1 USP 6 - 2005.05.11
E-11 Cellulose, Powdered USP 6 - 2004.02.18
Rev 1 USP 6 - 2005.05.11
E-12 Cellulose Acetate USP 6 - 2001.10.24
Rev 1 USP 6 - 2003.02.05
(Review) Rev 2 USsP 4 2010.10.10
E-13 Cellulose Acetate Phthalate UsP 6 - 2001.10.24
(Review) Rev 1 uUsP 6 - 2010.11.09
E-14 Citric Acid, Anhydrous EP 6 - 2001.05.23
Rev 1 EP 6 - 2003.11.11
(Review) Rev 2 EP 6 - 2010.06.09




MDStagelz2WVT (FD 2)

Harmonization Item Coodmatlng. Stage Draft Signed-off
Phamacopoeia
E-15 [Citric Acid, Monohydrate: EP 6 - 2001.05.23
Rev 1 EP 6 - 2003.11.11
(Review) Rev 2 EP 6 - 2010.06.09
E-16 [Crospovidone EP 6 - 2010.11.09
E-17 |Ethylcellulose EP 6 - 2002.02.06
(Review) Rev 1 EP 6 - 2009.10.27
Rev 2 EP 3 2011.06.09
Rev 3 EP 0
E-18 [Hydroxyethylcellulose EP 5A 2011.06.08
E-19 [Hydroxypropylcellulose USP 4 rev 2011.03.08
E-20 [Hydroxypropylcellulose, Low Substituted USP 4 rev 2011.03.08
E-21 |Hydroxypropyimethyicellulose JP 6 - 2003.11.10
(Review) Rev 1 JP 2
E-22 [Hypromellose Phthalate USP 6 - 2006.06.06
E-23 [Lactose, Anhydrous EP 6 - 2002.09.10
Rev 1 EP 6 - 2003.02.05
Rev 2 EP 6 - 2005.11.08
Rev 3 EP 6 - 2008.06.05
Rev 4 EP 6 - 2010.11.09
E-24 Lactose, Monohydrate USP 6 - 2002.09.10
Rev 1 USP 6 - 2006.10.25
Rev 2 USP 6 - 2008.06.05
(Review) Rev 3 USP 2 2010.11.04
E-25 [Magnesium Stearate USP 6 - 2008.06.03
Corr 1 USP 6 - 2008.11.11
E-26 [Methylcellulose: JP 6 - 2003.11.10
Rev 1 JP 6 - 2005.11.08
(Review) Rev 2 JP 6
E-27 |Methyl Paraben EP 6 - 2004.02.19
Rev 1 _EP 6 - 2009.06.10
Rev1, Corrl JP 6 - 2011.11.09




MDStagelZ2WVT (FD 3)

Harmonization Item Coodmatlng. Stage Draft Signed-off
Phamacopoeia
E-28 |Petrolatum USP 4 rev. 2011.06.07
E-29 [Petrolatum, White USP 4 rev. 2011.06.07
E-30 [Polyethylene Glycol USP 4rev3 2004.12.08
E-31 |Polysorbate 80: EP 6 - 2008.06.03
Corr 1 EP 6 - 2009.10.27
E-32 |Powvidone: JP 6 - 2006.10.25
Rev 1 JP 3 2010.07.22
E-33 [Saccharin UsP 6 - 2003.02.05
(Review) Rev 1 USP 3 2010.12.29
E-34 |[Saccharin, Sodium USP 6 - 2003.02.05
Rev 1 USP 6 - 2004.02.18
(Review) Rev 2 UspP 3 2011.01.09
E-36 |[Silicon Dioxide JP 4 rev. 2004.09.16
E-37 |Silicon Dioxide, Colloidal JP 4 rev. 2004.09.16
E-38 [Sodium Chloride: EP 6 - 2001.05.23
Rev 1 EP 6 - 2001.10.24
Rev 2 EP 6 - 2003.11.11
(Review) Rev 3 EP 2 2009.09.14
E-39 [Sodium Starch Glycolate USP 6 - 2003.11.10
Rev 1 UspP 6 - 2005.05.11
Rev 2 uspP 2 2007.10.30
(Review) Rev 3 USP
E-40 [Starch, Corn UsSP 6 - 2001.10.24
Rev 1 USP 6 - 2004.02.18
Rev 2 JP 6 - 2007.10.29
(Review) Rev 3 USP 5 2011.11.09
E-41 [Starch, Potato EP 6 - 2001.10.24
Rev 1 JP 6 - 2007.10.29
(Review) Rev 2 EP 6 - 2011.06.15
E-42 |Starch, Rice _EP 6 - 2006.10.25
(Review)Rev 1 EP




MDStagelz2WVT (FD 4)

Coodinating

Harmonization Item : Stage Draft Signed-off
Phamacopoeia
E-43 [Starch, Wheat EP 6 - 2001.10.24
Rev 1 JP 6 - 2007.10.29
(Review) Rev 2 EP 6 - 2011.06.15
E-44 |[Stearic Acid EP 6 - 2008.06.03
E-45 |Sucrose EP 6 - 2007.10.30
E-46 |Talc EP 6 - 2003.11.10
Rev 1 EP 6 - 2008.06.03
E-48 |[Ethyl Paraben EP 6 - 2004.02.19
Rev 1 EP 6 - 2009.06.10
Rev 1, Corr 1 JP 6 - 2011.11.09
E-49 [Propyl Paraben EP 6 - 2004.02.19
Rev 1 EP 6 - 2009.06.10
Rev 1, Corr 1l JP 6 - 2011.11.09
E-50 [Butyl Paraben EP 6 - 2004.02.19
Rev 1 EP 6 - 2010.06.10
E-51 [Glycerin USP 3 2002.09.16
E-52 [Carmellose JP 6 - 2008.11.11
(Review) Rev 1 JP 6 2011.11.09
E-53 [Calcium Carbonate JP 3/4 2007.10.24
E-54 [Copovidone JP 4 2005.09.21
E-55a |Gelatin, gelling type
E-55b |Gelatin, non-gelling grade EP arev 2010.10.08
E-56 [Glucose Monohydrate/Anhydrous EP bA 2009.09.08
E-58 |Mannitol EP 5A 2010.02.26
E-59 [Propylene Glycol EP 5B 2010.10.18
E-60 [Sodium laurylsulfate USP 3revl 2011.01.04
E-61 [Starch, Pregelatinized JP 3 2006.08.26
E-62 [SWFI in Containers USP 3rev.3 2010.04.08
E-63 [Lactose for Inhalation USP 3 2010.04.06
E-64 |lsomalt EP 3 2010.12.21
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FREDOHBANDIERRICOWVT(ZEDT)

Item [T' Sign-off [T' Date of Implementation [T'
L Alcohol (Rev. 1) September 9, 2002 April 1, 2006 (JP 15)
Alcohol, Dehydrated (Rev. 1) September 9, 2002 April 1,2006 (JP 15)
Benzyl Alcohol July 18, 2000 January 1, 2005 (JP 14 Supplement II)
5 Benzyl Alcohol (Rev. 1) November 8, 2005 April 1,2006 (JP 15)
Benzyl Alcohol (Rev. 2) June 3, 2008 April 1,2011 (JP 16)
Benzyl Alcohol (Corr.1) June 15, 2011 On-going
3 |Calcium Disodium Edetate November 8, 2005 On-going
4 Calcium Phosphate Dibasic Dihydrate November 8, 2005 October 1, 2007 (JP 15 Supplement I)
Calcium Phosphate Dibasic Dihydrate(Rev. 1) June 15, 2011 On-going
Anhydrous Calcium Phosphate Dibasic November 8, 2005 October 1, 2007 (JP 15 Supplement I)
> Anhydrous CalciumPhosphate Dibasic(Rev. 1) June 15, 2011 On-going
Carmellose Calcium (Rev. 1) July 17, 2003 January 1, 2005 (JP 14 Supplement I1)
Croscarmellose Sodium October 24, 2001 April 1, 2006 (JP 15)
8 Cellulose, Micro-crystalline February 18, 2004 —
Cellulose, Micro-crystalline (Rev. 1) May 11, 2005 April 1, 2006 (JP 15)
9 Cellulose Powder February 18, 2004 —
Cellulose Powder (Rev. 1) May 11, 2005 April 1, 2006 (JP 15)
10 [Cellulose Acetate (Rev. 1) February 5, 2003 —
9" Cellulose Acetate Phthalate October 24, 2001 January 1, 2005 (JP 14 Supplement I1)
Cellulose Acetate Phthalate (Rev. 1) November 9, 2010 On-going
Citric Acid Anhydrous May 23, 2001 January 1, 2003 (JP 14 Supplement I)
12 [Citric Acid Anhydrous (Rev. 1) November 11, 2003 April 1,2006 (JP 15)
Citric Acid Anhydrous (Rev. 2) June 9, 2010 On-going
Citric Acid Monohydrate May 23, 2001 January 1, 2003 (JP 14 Supplement I)
13 |Citric Acid Monohydrate (Rev. 1) November 11, 2003 April 1,2006 (JP 15)
Citric Acid Monohydrate (Rev. 2) June 9, 2010 On-going
14 |Crospovidone November 9, 2010 On-going
15 Ethylcellulose February 6, 2002 On-going
Ethylcellulose (Rev. 1) October 27, 2009 On-going




FREOBRE~ADWRERKRICDOWLNT(ZEN2)

Item Sign-off Date of Implementation

16 |Hypromellose November 10, 2003 April 1, 2006 (JP 15)

17 |Hypromellose Phthalate June 6, 2006 October 1, 2007 (JP 15 Supplement I)
Lactose Anhydrous (Rev. 1) February 5, 2003 April 1, 2006 (JP 15)

18 Lactose Anhydrous (Rev. 2) November 8, 2005 October 1, 2007 (JP 15 Supplement I)
Lactose Anhydrous (Rev. 3) June 5, 2008 October 1, 2009 (JP 15 Supplement I1)
Lactose Anhydrous (Rev. 4) November 9, 2010 On-going
Lactose Monohydrate September 10, 2002 April 1, 2006 (JP 15)

19 |Lactose Monohydrate (Rev. 1) October 25, 2006 —

Lactose Monohydrate (Rev. 2) June 5, 2008 October 1, 2009 (JP 15 Supplement II)

20 Magnesium Stearate June 3, 2008 On-going
Magnesium Stearate (Corr.1) November 11, 2008 On-going

29 Methyl Cellulose November 10, 2003 —

Methyl Cellulose (Rev. 1) November 8, 2005 April 1, 2006 (JP 15)
Methyl Paraben February 19, 2004 April 1, 2006 (JP 15)

23 |Methyl Paraben (Rev. 1) June 10, 2009 On-going
Methyl Paraben (Rev. 1, Corr.1) November 9, 2011 On-going

24 Polysorbate 80 June 3, 2008 On-going
Polysorbate 80 (Corr. 1) October 27, 2009 On-going
Povidone October 25, 2006 On-going

25 |Povidone (Corr. 1) May 28, 2007 On-going
Povidone (Corr. 2) June 3, 2008 On-going

26 [Saccharin February 5, 2003 April 1, 2006 (JP 15)

27 |Saccharin Sodium (Rev. 1) February 18, 2004 April 1, 2006 (JP 15)

28 Sodium Chloride (Rev. 1) May 23, 2001 January 1, 2003 (JP 14 Supplement I)
Sodium Chloride (Rev. 2) November 11, 2003 April 1, 2006 (JP 15)

29 Sodium Starch Glycolate November 10, 2003 —

Sodium Starch Glycolate (Rev. 1) May 11, 2005 October 1, 2007 (JP 15 Supplement I)
Starch, Corn October 24, 2001 January 1, 2005 (JP 14 Supplement I1)

30 [Starch, Corn (Rev. 1) February 18, 2004 April 1, 2006 (JP 15)

Starch, Corn (Rev. 2) October 29, 2007 October 1, 2009 (JP 15 Supplement I1)




FiFEOBBE~ADWRERKRIZDOWLNT(ZENI)

Item Sign-off Date of Implementation
Starch, Potato October 24, 2001 January 1, 2005 (JP 14 Supplement I1)
31 |Starch, Potato (Rev. 1) October 29, 2007 October 1, 2009 (JP 15 Supplement 11)
Starch, Potato (Rev. 2) June 15, 2011 On-going
32 |Starch, Rice October 25, 2006 October 1, 2009 (JP 15 Supplement 1)
Starch, Wheat October 24, 2001 January 1, 2005 (JP 14 Supplement II)
33 |Starch, Wheat (Rev. 1) October 29, 2007 October 1, 2009 (JP 15 Supplement 11)
Starch, Wheat (Rev. 2) June 15, 2011 On-going
34 [Stearic Acid June 3, 2008 On-going
35 |Sucrose October 30, 2007 On-going
36 Talc November 10, 2003  |—
Talc (Rev. 1) June 3, 2008 April 1, 2011 (JP 16)
Ethyl Paraben February 19, 2004 April 1, 2006 (JP 15)
37 |Ethyl Paraben (Rev. 1) June 10, 2009 On-going
Ethyl Paraben (Rev. 1, Corr.1) November 9, 2011 On-going
Propyl Paraben February 19, 2004 April 1, 2006 (JP 15)
38 |Propyl Paraben (Rev. 1) June 10, 2009 On-going
Propyl Paraben (Rev. 1, Corr.1) November 9, 2011 On-going
39 Butyl Paraben February 19, 2004 April 1, 2006 (JP 15)
Butyl Paraben (Rev. 1) June 9, 2010 On-going
40 Carmellose November 11, 2008  [April 1, 2011 (JP 16)
Carmellose (Rev. 1) November 9, 2011 On-going
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el VXUV w | owm | ke
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EP 20 ppm 7.5 mg 200 ppm - -
JP 20 ppm 5 mg - - -
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6. MY D FEMA (1)
o RYITFLVFYa—)L
> BB15 <oy aod—)u]
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6-2. N @ FIF(2)
Tty BETRYY
> BE15 T&Eao+)>) . Tagoty) o)
. AMMFIDZEE L L,
> EFREAF] Stage 4 =FE (2008410H271H)
« BRI ZMA S ENTES,
« XX AMLERBRIEFIDAFEDE
> JP aX Yk (2009%7H8AH)
o BWHAIMERILRIORMIIEDBH, RRITRKRDOEL,
> ERFAF] Stage 4 rev E (2011FE6A7H)
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¢ mEEFRIDOFEMNDOBBAMHICOWNT(EEDIE)
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>»EP AV K
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EBFERITEGE . &) A(Silica)lHET 5

- TR HME 0.6 %LU T(EP)XIX 0.8 % LI (IPEC)
¢ Bkt EZ B & T HHMAI QO ERFEL
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8. MINGER (EBEH )

EP: Reference solution By
(Methods of Analysis 2.2.2.)

HE: [FEAEER GARI2 7)
USP: &KFMmBICHRE

EP: Reference suspension |
(Methods of Analysis 2.2.1.)

HE: 7L

USP: KEMBIZIHRTE
JESRFNIE H DIZL:

b F FUSL) . THvAYY) &



0. MiEHER (RRIMEAY) (1)

20074
20084

M EEAOVTHIZEBARTEHDRE

- BBIZ§EE i ER (DEG) ZE M0

Propylene GlycolDDEG;E A DRI EESE
FDAIX, TFL 2P a—IL(EG)EALEIRY

IZ3ETE

USP(Z. Glycerin B UPropylene GlycollZxt9 %
DEG/EGiERZUSP[ZIR=E



9-2. MIEHER (ERRTEAY) (2)

HEEZE=
AE., BEHMIZEASNhAEDEHTEL CHERT S
ZElF. ERADBETIELL.,. EEEDEETH
Y. TEHEETHET 5O EYTH DS,
PDGt Y kLA A& 2000108 E8EEE : FY
L) UOHMERRICEAL. =ZRIFHEOHMERER %
BRET D
ER20FE2A21BEHE S REIIENE+RNIEH
AREFRHAF—ERIE CHERAEEE LT, DEGODHAEZE
180
JP16E—IEBMTIX., JUt) RV TAELVSY
O—)LDFEAEEE LT, EGEDEGZEIRFIZHEE
TEHMBRTREIT HTFE




10. A= YnlRE B EHER (1)

SAAERRIEE DR ETE D

WMEWYRERER % (Rev.1 Corr.1) D EFEERFN : 200946 A
5

BE/USPOMEYRE : RN EZ{ELIZHIETL .
WEIZIHE L TETE

EPOMEYRE
EPHMBEDEREAEZRL. FRUICEZMBICEE

EFREAM LZREE (*) Z@5E
x EEGEHIZNT 5B EEE (CFU/Q)
AT UYL 103 HREE I 102

ZOHBOEERUVRARICK CT-REEXERTE
$705m B I2ERTE




10-2. 4 MBREESER (2)

RN E DEPHIER

> 7> (Corn, Potato, Rice, Wheat) . €5 F >
BT RUEMAEYE 103 /#REBEH 102 (CFU/g)
EEMAEY (E. coli, Salmonella)

FLAE (FEIK. /KF0#D)
RIF U E S 102 (CFU/g)
BFEMEY (E. coli)

I k=)L
BIF[UEMAEYE 103 /R EBEH 102 (CFU/g)
ESFIR TR FIEMAEY2L 102 (CFU/Q)
EEMAEY (E. coli, Salmonella )
ESFIAIIEFEEMEYDRIEEREFT S

2)LY
BIT[EMEYE 103 RE&E % 102 (CFU/Q)
BB AT A YL 102 (CFU/Q)
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