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World Health The International Pharmacopoeia
% Organization Fifth Edition, 2015

The International Pharmacopoeia (Ph. Int.) constitutes a collection of recommended procedures
for analysis and specifications for the determination of pharmaceutical substances and dosage
forms that is intended to serve as source material for reference or adaptation by any WHO
Member State wishing to establish pharmaceutical requirements. The pharmacopoeia, or any
part of it, shall have legal status, whenever a national or regional authority expressly
introduces it into appropriate legislation. Further explanation or the role of The International
Pharmacopoeia is provided in the paragraphs entitled "Scope and function" at the end of the
Preface of this edition.

The history of The International Pharmacopoeia dates back to 1874 when the need to
standardize terminology and to specify dosages and composition of medicines led to this
international pharmacopoeial compendium. The first World Health Assembly in 1948 established
with the resolution WHA1.27 the Secretariat of The International Pharmacopoeia and the
"Expert Committee on the Unification of Pharmacopoeias of the World Health Organization”,
which later became the "Expert Committee on Specifications for Pharmaceutical Preparations".

Compared to other pharmacopoeias, priority is given to medicines included in the WHO Model
List of Essential Drugs and to medicines which are important for WHO health programmes and
for which other pharmacopoeias do not offer any test specifications. The quality control
specifications published in The International Pharmacopoeia are developed independently via an
international consultative procedure. The needs of developing countries are taken into account.
The ultimate goal of The International Pharmacopoeia is to provide quality control specifications
so as to help enabling access to quality medicines worldwide.




® mawe




2EFENX ® mane

- ZomiaieiIAR | MEREARAINZZ. 83

» MITEAEK | WINMBESFLEERZSY oS IEICAIR, 1E
FRMAAVERHYSEER IR EIEE. — LA aNTIESE. MEXK
SE N ABTAENAIREAEIR

- RN : IR MIQNETENRGIRSIORIS. /EE. W1k
YA




® mawe
—. SIS -

(FEARENEDGEEZR) AE

BRI EEIEN TR ER ARSI | R

SLHEZ B AN R E i B EFh BV mie e TF,

S EF e RSARE TR 5 fE — Nicrosoft Internet Explores =3
L=

ot O S o HEFH (E) =5 U LHETHEE (A T B T HERD (H) =

DEm - - [N [ @h| DOes Prwmen €| c2- T = - L) KL 2% s

kil e |@ http: M Fwww. sEda. gow., oo WSO1 S CLOOOE - "’I a3

State Food and Drug Administration

kAT = e HLFmEDEE | B sWm S | ElE=EAE | shebEIRE | EEsfshas | HATshEs | RSk | jEELSmEE | 2 ENEEs | Ebamdes
(RS [ | A EEiEE | EmdEEEit | mEiEesvE | 2 gEiEEm | SRS | 2edrSrds | 2hareRid | sEEEEIREs | aEEshaee
e mEE [ R T R 1 M IEFE T 1 Eh ahRET D 1 =l el i 1 TSRS 1 bR . 1 FE=F=y 1R 1 S ERvE 1 = EmAT AT 1 EINEE=R -
oL E T | el S| GFEsRES AL [ e | iEiEm T | sEdmEEsR | FLEiEEs | FEakssit | EEEEIE] | EotmilisEiE e et e dE ot iy (sl 2
FEEETELRETT | | | RS ETIRREE | ISAETASE | EEriRS e SRSssmEen |0 SSseassmmrss | M EREEsSssmmsss | EArSstssas | amseds | =
"] S HTEEER - FRLE T >> iEEITRt
N o 1

- = e ESS RS

- = e B = .

=+ Hb e PEFEERFOER =S = T ELTE EEE S Esn M S E I ERiR R e S s T e S S = E EE AAiE H

e S E iE = - e R EsSE eSS M EE I R SR e T e S =i BEERNIEE]

- = o = = EAsEH-FEisREE e an = SrE e SN #1355 T FERFEEFH] (2oii1—os— o2

- = REHEEsTME S SoeMPUE T ROIEED (2011 0s— =00
- EFElE S E e e a B EE S SRTERISEEIE S ST AR (2o11—zo1 58 BIEED (20l10s 150

- i EFNNsRE ST E R oS T PERIIE RN (2011 0sE— 110
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, - EFESEHEERHSSITESEANIEEN (2odd-0s—110

7




® mawe

SFDATN B ExRKZmiaieniiy 2

2 EY)H e ERT ( NICPBP )

(2010F9HEER A : FERmMZAMmEENZFEE ( NIFDC

A[E 25 ARt S ST )
36X, BEMAmMRICHToEI#FE :
=X A mEIE TAE,




B ESISSaNSESEINs — =

e
P MNational Medical Products Administration
= e e O == =

L &
e PASIECSE ST 23 FF == B35 Sehk feisa O

HimsFE=UlFEE=TREEEiEFEEIC=1C%

- HiFTFE=RlSEErhEERERiIa S A G
2021-12-20

D e e R R — i R
%:—;——,—/\f iEgE... 2021-12-20

- ZJiIFEFE - iEsE i e saIEsE A RiE BEas
SES SRS ... 2021-12-15

= SRR GT ] fEEi T A LTSS T SiasESETs
SESFEEEIHNE 2021-12-11

- LiEhAFTFEEEEYE ORI FE AR IS | ST EEE TR
B EE=ESFTIAATE 2021-12-10

- Rt ahohi S S T s — T e )
HiFs=FE=3=% 2021-12-08

= et ohRGa TS =" ST e s 20225

=Nl =P EEEIR == A = 2= T A E=E =i ... 2021-12-07F

=== S S

ThinssE= =R E s

T2 : 2018F8H29HEE , "CFDAEREmAmEEEER" =
YEfREZE N "NMPAEIRGSmMmRSEEERE ( National Medical

Products Administration ) |z ERBIgMEEEEEETE
g

T|I1



'*'Elﬁnn |:||:|1’6 iEﬁﬁ I!"‘ CL R

N NICPBEP — Nicro=oft Internet Exzplorer El |E| |E|
SriE) SRR E) EFE 0 dEFE @  THE o) #5Bhan o
e [ ; = e - Ay : ' ; E
. P FE © - [x] Bl & P=x Jrvemx @ -4 = - [ K B e
ik (Do |@ http: Fwww. nicpbp. orz. cnyf enCLOSZ0Q," > 3|

zearch: | | [ submit ]

SO
%‘L P EES %’-‘.’ National institutes
\‘-':I'_-!I-_l 3 ,_r_l__,-l-‘-"’ for Food and Drug Control

= MEW | FOILIC L REGULATIONE : OuUT HICFEF | SITE MMAF |

- NEWS

= FR 4 W 5 R (2010-09-01)
Y=l - R - - B 5 s e .
ORGAMNIZATION STUCTURE . T = E A *H: f’] : HICPBP appointed Prof. Se...

» om Biole ]
ol Inters mnic (2010-03-12)
#‘:‘.l!'l':_llll 'F-Il:r'-fl' ‘e ;

"

FAMOUS EXPERTS e,
-'"-'}‘i Y | ¥ ./"‘

YIDED CLIP OF NICPEP

CIRECTOR-GEMERAL

MOU signing ceremony’

COMTACT US

q' K'

EI e = ‘ Internet




BTSRRI © e

: s o o ] ERE3E (E) =HEH ) UATEEE (D T B8 T HEBRH (H)
=B - & (2] (&) @ | OO Slouwm= | - 2 = - [LJ B 3% e

POHBAE D0 [ http: S S www. 5ifde. ore. endChinesefbsis. Azp?iypei d=25

g ..
SrEDIe e Th e SRS sATeRe R
T

= A Fh 2L == = i 72 i =

BT | ERAITER | tr83dEiE
T B Fa5

Fo Sl . FRER ELECESE T S AU TMET AR BN S 2R S O S8 SsieE . e T T R S SR . Sk S B

o

Errestil. Bdm (SiRbEe dm D . iRdErds TS A St R S ST e S -
TS SITFreaE{Zs8f -

\
‘l
v
WV

]
X
\

!
i

\

"

: : |
A S EETE (oPLc)

A



© mawe

—I-I—|:|/__
* Zpn

=7/ oyl I | —
1M, AmEs

HAEEE A RN =

> Es B[R
J-I—RTE'U'O
>R RREFT

AEEHIESS.

> BRER

 IRRAS mE

T

kR s

LDII.EYE:

. &5

A

FOfE

A

ZEA.

=

-

FNETHME A2 miess

EER IR ERYZ it ia LAY

HBRES el

RESHS.

-



©,

< e, - 2) M A RE

NI EARTERF | Bt (feRKE ) . 198, B8R, IRS.

|
}
U

111

f A \\ \\"‘:t

RIS - AAEFTAESOPIT . U, 5. . NF
|
BB IORREBE  SEREO TR ShAE

=il
i
I
S
3
%
]
eH
i
i
>
I




©,

) LA RE
— A\ -e =

I EICIEE R AR
- SEIGEE . BFISRYMTSAMINVENTE ;
- EENERE , ANEIE , FIRRASGSINERERIR

o




o BT ® mawe

—. 1SSERE >
— XL imﬁﬁs 200720913 SERS. O

BT, H1H
o A& B E A
#it = 060919 e % | A& MRS
368mg, B8 AT ¥ EH
13mg
EFT AT R EZ R T P FE T i
i 3 2o iy chEER B ¥ OHE 2%
g =Ri g FEMES R (161, 5ilEHR] S |24 )10
BRImE Ay Wrae A HE  |2007-07-24
A R 3L I PR R B PR S BT o HWEEHE  |2007-09-29
eI H FRMERSE : B
L #%4R )
MRHEOERTHS hERE RS
[ 25 )
1) bR 21 R BRIER
- (2> HmEFHEARE fﬁg%ﬁrﬂrﬁﬁﬁiﬁﬂﬁimﬁﬁﬁ A5 3t W B 3o BE A — B
[ o 3 "
EZEsEE e A R B
W B HE R R REN T RN 1012 101% 101%
= BO%4 1022 103% 1002%
1032s 101% 9825 105%%
% P T 49 K] PR S 5 A 4T = SR A9 80 %5 109% 93°%
#3 AR B g H SR . FF & 0 7
n, e 830, 19¢ &
i A= o R PR Peger & BsE e
[ &S5 1
AR EREAE VS 3F (C,H, 0, - 376mg
CgH, 4N,0,) ¥ 23331-—405mg
A BHERPIIFEE (C, gH, NO, = HPO, = 12. Bmg
1. 5I-[20) Yy 1l. T—14. 3mg
= i —

& AcatHE QA AR FH AR E R I S RS AE




I n
[_ KN m@hg

® maws

W miess TERNERER—HE I

¥ O ces

Ii
Ll
LI

nQ R

(—)

g

—HViE

—EB|-EE—E

2ETE )

=

noE

ESEYvsiiiy

HIN B3 ERE

s

~ R~ BHTRSRE. (85

—

.k‘

HITINIGE 8  mi. FHIEL.

s, RR

— |

EATS

5

3




® mawe

— -1
[_ KN m@hg

(=) B+ EVAL )
R B (O

N E 3
IRHmEE (FH - &, hEs - . &, Fm:E. 8. 8. §8F)
SEH4EAn
Ln<30Y , SHEUEF ;
=3 <n<3008Y , #& Vn+1 BEHLEVEE ;
Xn>300, ¥ 2 .. BEHLEVE,

D

ESEYvsiiiy



®
) H
L

}
( 1
2
éf ’)) :
IJ: trlﬁx_l
=
) Ej.;
éﬂl.
175
*.
NFS%E
=14
(.
—H%
4
)
Fi
_:,lj(
)




{5 : “EEZEC ® mame

TIR] ANEABBERESEREEMR | TR, KR ; A
EEHTHE ; Kk EERME~RA,

o

Be AmiUiss (EBR0612 ) 9190 ~192 °C, ¥5
RUAY EIAT o R,

EbhEE ENAm | 8= MAE | MK BEHEEMIET P
F1ml 530. 109 B9B8R , GENE ( 1EBN0621 ) . EUhE

E9+20.5°F +21.5°,

k




e ® mawe

(=) tais

2257
= 2F KBRSV R EFIFIRER | KE—

B ( =AU ) eI H £ EHNT—1 29 |

N iR E B = A AR AR EREE R INEAIR

-




© mawe

% : Baf =] PTAA -

[=51])
(1) BUAR£40.1g , 1k10ml , &g, 308, In=Sekd

=l o=y

;1_&_1 ﬁ%ﬁ I E\D MIr FAEE El'o

(2) BNANmm240.5g DDEKE&%WVWSﬂOmI =igpl e )
%, INT=9%NER , BitfHB®IE | FREREIRIIRS.

5[] ) —

/IIIIF

(3) AEAVELI M IR ENS N SXIRRAYELS ( JEE85

S

ST




o AT @ M4 RE
=, RIRER
(=) 1538
3.IE

SEEEERNIE. 3
N H.

. @

5
B

ERRRLMMN

N~
=
cC

T
S 5L

EEX | SRR E |, TMRRER

B, 4ENE
5l EEZC
[{9E=] B&RENES

‘ "El'\ E@&\ */E\lﬂ(gﬁ%;ﬁ ------

)<1¢P
AT
3\%'!"




N
p
Il

&j

=

BAESNAR

o
=i
=
fri}

Llﬁlﬂ'

FlEI— M AYINREESSHEENX , KWINE
. =50l MESEENE=ZINNER,

cih

ESEYvsiiiy



® mgwe

() BB

1.8 . BEeRYIREE , BEAED
F—RE EI’J J=,
2. BR+FECK - (EREEBAEHER , (BB, £&3F

NERTF,

3.BEREAAE . BEFERREFIL
FEFEF | ERFIFINR

PEORI2EE

%




©® mawe

—. teiEs
— VA \\

() CRE5RE
(RivEmlesss
A1 VAN
L‘Lgﬁlji/—\':étlj /__2 /—_H:j H . B
A > p Bk SHINTE , BH1TREE
SRR AR AR, s
A1 VAN N
SITICRVINEIE
BB, Bin.

{HL

“
ot
iy
N
i
S




©® mawe

—. teiEs
— VA \\

() CRE5RE
(RivEmlesss
A1 VAN
L‘Lgﬁlji/—\':étlj /__2 /—_H:j H . B
A > p Bk SHINTE , BH1TREE
SRR AR AR, s
A1 VAN N
SITICRVINEIE
BB, Bin.

{HL

“
ot
iy
N
i
S




RIS T EaIE oPeRY

(1) Hn@mER (B WS, WS, HE. KR,
SR, BETF )

(2) BER (B, 1938, IREF)

(3) mieEs (HiE. IR, BIELR. ZUE.

=+ + SNAEE
HER 185

it

Tl







img: B4R CESREBNE

_TVF < SR

3. HHiFREESSE N E %

F—
-ty
E=%
P RSD = 5100 % = = \/H

HEEHmE: (ER=0.5%) X Y n—1

i
X4

Vox kil

x 100 %




® mawe

(1r) 1IER5RE

AR S PN A MR E(FHANRAREE |
A i ie IR IR S B EEE A ESUIRK
AN,

3






=. Z@ERE (BF) © maws

BZ. ER. RIE. NE

. PR, EERENSHS
<_) {gizzi\ 9‘32’5




BEEX O nsas

/ 598 : BB —/Y , AR \
(—) BmATERNSERLGEINERENRD AR ;
(Z) LIS RERAGmEE MR RERLMES A
(=) TFESm ;

(U ) Z5amArtREERYE RN EEEE TR A e,

N A

dli




FEENX

© mawe

-

(_

(Pt
(4

(7%

) AT S EATE

(=) <InEAE

) 2RI

2z

) 1EE

(=) #5325 m ;

xE=

598 . BB Z—RY , RS !

ld_l ‘- )
2R 29 anlon

LB B BER AR ;

(& BB it SHYS
) BT BEHARYS R
s IABAREs. &

SIS
\@ ) EUART S5 aRNE

3INESITR

~

)49




A3 4 — A | m ; S0,
M, =5E~. HERESSEn O mawns
(D) #arBEERRHXE )

HE | MR SRR KRR
KR | GERE. HXTRASR

J

CEM | mmo e R AR, DI,

KRB ENBSHTOERRRS R S,

Er S PHREHEN. ZOSREON, Zi8E
T BRI RERe

-

RN T oepn, SMESREERE
T
E% TR, BEEE. HUER >




Mg, =%~ HEREMNSSAm

® maws

a 1P
e

v - - Al
Soddl A S TR T IS TR LU vl a4 |

Bim

FREEM o> 355 > Bl o B

LYY = A mitte SR
ZieRCIE AL - BRFTesit R R N ERATES
e * BEF TR T EREATES (20185

- BRFTE RS R T ERATES (2
GAPHS T At - BEFT ot iR SRS (2018
GLPAIES S R e

* BEFE TR A EREES O
* BEETA ST SRS (20178

P IEERI AN FA TE £

If

FRZ (RAF * BEFE TSR A T EREES O
- - BEE TSR SRS
At S

- BEFET SRS RANES (2017
BEOMEBTEITAVE e

* BEATURMRRE R T EREES C
indits

* BB TFaoith R S anE S (20178
HEEENZE

SRR T LR Ay i DGR IR Y (2018425521 %
3 S

DEE0

20184F01 H26H £

=

S EEmsREEM AR Fea s miaiatiiatels, mrrFlEsFenl it g R szl st e
T ET. WHEERERESIT -

—. TERFERIAETEERLE . HREENEEHSH FEFE R ER LS E =S 1125161204)
FE A NS, FARSITERTRLSE =S Hz0160m01 FEE R, WIREAER HRNERLSIE =R
ShszzHERRE, WERERIVERARE~FitShzoie0s02PIRETHA, KRRICER R EERITE
PRLcBIHIZS T =it = 1508085 AT RSN, ERRE A =AEMHIA B RLEE~rHShiseosrESEitSE
5, AEafalaRegdFrt=me0 B EREEMNN, SSaRAEEFrlt=r 160023 1L RER
BREEREE, TTEHHATARAEEFTMS 5120108 e R ASIRRTE . TETRNEEEMNN . SEME. BRI,
EEXR. REZR. o988 WHNE GENMEF .

—. M LR EfEsG, BRahERiinn BRI IEREEINRFTH G, 2REEFHERER. O
B, FHEHTTEM.-

=. EFefianEe R i RERERE e EhEminRn EE A0 1 _bidil fdE < e ) FRHF0E
ameEE»F 0= TTH. tTAFFENE, MEFHENSRAmIEE THHITLREE, = TRMOHA
FERE TR Mt ek B FUMEER, ERBREREER.

EUAE =1



MERAEIEL MR

nReE | BrErel | EFHS BRI R SRR RBAR | FARAE S
. TN ARER T | I
= = aE? 225\l NG —_
< S\l . 1& E| 25 Bl
zmp | KEARBLEES) 00701 | 24, sHE0 6% R AL IR AR (PENRZREDR) 20| ram ws) EEZR) | FRTHIABRHT
A A7 3 -3 ZERR =P ok AT 43 e o T ZERD T =% . .
grmmmen | ASERIRE g, [BRAC 2 (250K THEREHERLT it | Faw |lew] (#RES) | AEEBAREN
CEIRIEE 25| . R ERZE AR AE P Za AR IS gt = ENEERGRIRW
e | CFRERIAR] 50140902 SREI0g sumsmmreEnaRas | DERABRERIONIHN | fok e cpmps |AMAREDREN
ey |dRREENEER o " _ (P NREFEZ) 2010 oo, |EITRSBRRS
FRIRSH | e N Sye — | 15080858 F100KE6FE IAAKREAERAERAR - i TAK |[(HME] (ZEER) #ﬁ%ﬁgﬁifg
me |ERRASEMH A _ | maEmmesmasmmsnn | ey |MABREERS
BELEE FERAT 150903 7cmX 10cm AR PEI—ZEAHBRFELF B ~Et% | [RE] (BEE) .

b E~\_'-:_\I \ 5 QEE : e = 1;E <M _::-'gﬂ' 75 NI[e=s 225
mEammn | STESDLERE| g (SRABERRGR NS RESERLT (TEARZHESR) 200 fam | ROWE] | rREBReRT
D . [P Ry B o1 aEEnRsNEREELy | (IR0 KEBRE | r. [BR), (85 6 LraReHRkE

Bkt P HRRTIR) W5k
N, P
) B = \, N i.'é <7 ‘,\Hﬂ- = s N v oo
BRI | sranmaRad | sroi0me 1. 0g ronmmsEsERaRar | (TRARZHESRI 20 o | aewm | DiRssssn

Mo




'O 2w,
INGE ® mame

1. {FEZDH) (20205 ) 7*’]532

FLAI. BRI ARE KA IENX =EB D T8 Bk

2.5 FARYSMNEIZ5 A THRLE ?

3.249miese TERIEARIZF—HR Y

FFARER E_’Hﬂ: E— RIS — BT _’16% '55“3
@is : ?

— 4B RE- S BE

—

ESEYvsiiiy



® mawe

ol

—. BRI

1. (thEZG8a) ( 20204FER ) 555 D

A—Z8 BFEZR C.=ZB D.JUZR E.FER

2. AFPEZBHE) HIFENFIEREENGZCEHEZADEA b

A. S5

B.R&B*x CIEX

D@ EZ5]




ol ® mawe
. BolhutiE

A BIEX CiBN D Z&Es| E 75
1. " ExREIEDMEETEREH F
2 . IQRAHBIFN fAFR]H D
3 . WY R EHIFIRIREREE B
4 . WEGHIFIER, TREBRECHI RIREZFE ©
5 . RS ER (PEBE) [ERETRENENERERL A

3




® mare

(Z¥5317)

AmAERRIRESZGHEIR

WERETF—TARE

AYIRV==5 5




