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—REABADE 9. 22 [ZEBDBIZKFENTS.

BEMEKFZERE BEBAZEGCOKEZMNEZ, 1 mLFIcE
Btk (H20: : 34.01) 0.30 g AL L S ICHFHAT S, — 0
PR /-] mLEIEREICEY, AKEMX TERIZL0 mLe
T5. ZOK]l mLEZERRICEY, K10 mLE O#FHEEE10
mLEF AN T TR, 0.02 molV/Li@< > H o @h Y
UL TIEE (23500 5. L, BEQKSILEDRAMN
ENAEK SR ET . BFEOFETERBREZTY, &
ETA.

0.02 mol/Lid~ > H > BAH Y 7 AR 1 mL=1.701 mg H20.

BEEKRIZER B AFELEREL0 mLie EREIZEYD,
AKEMZCTEREICIO mL &45. AT 3. 0kl
mLiT B (LA I (H20: : 34.01) 30 mgh &1r.

DOLERER RTIREXER —ososiEs) va(EER
¥) 0.283 g EFEICE Y, AKITHEML, EREIZ1000 mLé T
3. ZOiEl mLixZ 7 4(Cr) 0.10 mgx & e,

RFWSNERY OLBEE 7 o MEHER, EFRCLER
ZR L.

REPEEAERAKIZERD) SKIEEROQ), FEFRELER
R L.

BERRQ), BFRAENXER SIEEREK2 mLEEREICEYD,
AZEMACTEMEIZ250 mLE T 5. Z0OHKI0 mLE FREICE
D, KEMXZCERMIZI00 mLET 5. AENT S, Z0K
1 mLiZ&%([Fe) 8 g &te.

—BABZDE 9. 43 BHE, BB TNE—, FHEBHK BZDO/FE
DIBIZRFENT S

BECKRRERBR BEBMUARRE ~ 25 ppmOHHET
EENFETHL L IICEE L0, ARICIHEELER
L T5.
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AEITAIZEE T vy, KEMZD L&, HheJBE, &
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BRALER | T ARDEELIIpH 7.0 ~ 9.0, ¥/, 7
NA VB THEEAGOEERITIpH 4.5 ~5.0THD. o
RS
(1) Am1.00 g, FHIZHBLTHSS CE LizKIZE
2L, 100 mLE L, BBHERE 5. RENEKZ K55 Cic
#5H, £0O2 mLICHEEHRE(IDRIK0.05 mLEMZ, &Y IEYE
T-f%, 2 mol/L/KEE{tF b ) v ARIK0.5 mLEzMx 3 & &,
RITEEEETS.

(2) *&&H0.5 gZ PRI mmDRREICL Y, K10 mL
X, 1055FEMMETS. 60 CTISARIMIE L%, Heg
FHEMLIETTO CToRERETD. RREL2&ER TS &
&, NAYIIEDICHE L.

B —RE (TIL—LI{E) KED6.67 %EEMLHLRABESH
=Y —oFRFEEZ, 10 CIcBWT, B12.7 mmD 77 Y
¥ —T4mmiF L FIFB30ICHELRHEQERD 5.

(i) ZBRUORBE (BRTI/RAF¥y—TFIF4¥FULL
F R~ —Tp EOHHERESE AV, Ef£12.7+0.1 mm,
EEITELT, TORABNPEAICEVI-AFRBEX b
FRWS, BRIIFNESIE]l mm, HES mmDbLD (¥
—Hy7) BRAVWS.

(i) #felE AR75e¢ BV —FyFl2EY, K105 mL
Mz, EExL, 1~ 4SEKE L%, 65£2 CoOKBT
THE LB ST 7 AETISAEESHI»EBES. &
> IO LB ONEEZER L KITERIC A bYE, B-RER
L L, BERTISHEIBESATD. KIZHy7#10.0+0.1 CD
{EEEROSERK AT INEDOLICEE, EX L,
17 1BREHEBEYTS. vy 72ERENIOROEL, EbiC
7y TONMANIITE Lk ERERY, DHERNERDT—7
NDECEL. 7Py —ORBRTEAFTEY —FHE
DR RETHMT D L5100y TOMNBERE L%, BA
BEEf4A mm, BAEEESEDNOS mm TRREITO & &, PV

—HREE IR SNEDE0 ~ 120 % TH D,
pH (25 REKQOREHEROpHILS5 CTRIET S
LE3IB~TETHS.
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(1) EERBR G0 EKEO5ghby, FARICLVE
fEL, REB%21T5. HBRICIIENERER2.5 mLE iz %50
ppmEAT). o
(2) 8 A&500 gxr7TRaicly, HELI0 mLE
mz, BRL, 75 ~ 80 COKBHITRL, 28MMENT 5,
WER LT, FREEDICIT I bic, EBEmx %, &
BLTARZERASES, NMARMEZEL T3, ImMBVE
Exm<ToLPTED. Btk KEMATITRaDR
BME100.0 gk L, ABEE L T5. FNTAM5.00 g™
FIEDERT T Xzl b, ABAKERMRICERIEL, &
FIRYEERSHERER(2) 10 mL, 20 mLEUB0 mLE %Fh
ThERICMZ, AEMZTT 7 2a0RNEHEFNTh
100.0 g& U, #ZHEREET5. AFERR CZEEEKICS
&, WOEHETHERFELELEE (223) OZEERMNEICLD
RBREZITWHROSERZRDB L %, 30ppmATTH S,
ERLX -
RS R TEFL
RS R ER
TV P EEET T
HE : 248.3 nm
(3) Z7us QORBHAEEHEAKETS. Bk
5.00 g oZ3EOHKET TRz LY, REWEKR L REIZ
BEL, BFUERER s o AEER0.25 mL, 0.50 mLE
U0.75 mLEFNFNIEREIMZ, KEMXT7 T AaDA
EMEFNETNI000 gk L, EBERKRET . REEER
VEEBRRIZOE, ROFFETRFRELEE (223) OF
ERMEC LV RBEITVW I T 20EEZRDH L E, 10
ppmIA T THB.
ERTA -
REH A 7TEeF L
T R =R
FvT7 U u AhEEERT VT
& : 357.9 nm
(4) ®é QoREBEERZARSEETS. BlCKE
5.00 gT 2% 3EDHRT TR alzty, HEBEKE R
BRIEL, FRABRAAERENIZELERTS mL, 15 mLEW
22.5 mLZFhFNIEREICNLZ, KE2EMZT77AIDORNE
WMEENEN100.0 gL L, ZHREL TS, RENAREV
BREERIZOE, ROKETETFRIELEE 23 OE%E
BB LV RRETVEHOSELRDD L%, 30 ppm
LUTFTH3.
RS
ARHEST R TEFLv
TIRER 2 TR
FoT EMPERET T
& 213.9nm
*(5) £FE (ID AR50 gETIACLY, MWD
HBEE(1-5) 60 mLEMZ, MEL CTHE2L, EFHWEL5 mL
EMATMRAL, BEDEREERE, 7oe2=TRKEZME
THEE L, VVBAFEZF MY OoA+2KH15 g&in



ZTCHEL, =73 7R3 mLEML CTIRERHE TS,

Tz AML, EH7re=7#RiK1—-49 10 mLT>T5H
By, Eo 7 EEEQ—-ZEDL LEREICS0 mLE 5. =
DS mLIZH&, BRBREITO & &, ROEEALVELLS
A%

HEE . KO DY IC L FEEKRL mLEFV, @
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(6) BBy
(i) BERRE ~UvAx v F—¥d@mbwicielL, #
OBRFT =Bl OFHRBLETIERE~BE &Y, 55
B2 EAOMIAUCEEES. £ L0k L8Rk
MOBICHHIT S, T ORIGEFIR LRtk ERERR
T, Bohr226%AEShIEEARDOA & ey
Bl ky, REBEROBBHORENRDLNS.
(i) #{EE A&H200£01 g —h—l2L v, KkB80.0+
0.2 mLEMz, NERYETHABGHLEL®L%, =BT
~ SERINEBTS. RICE—H—2BEHMTE4 L, 65+
2 COKBET2ESHBMEL THREZENMLEE, V5
ABETHEBEY, BH—REiRs L, REEEE 5. 8k
KERERBELRERRICIDER L, RBEOKRY —
CEBOIDELEDS. RBEZEVHL, BVEN LTRSS
DEERVEL L, BRBRICRBREORE Y — D26 %
EEFNEROGLIETS. RV I % kERD
BICHHE T 5 BRI OBRELXHRARY, ThisEds
(10 ppmLLTF).
(i) #$EE BE(KFIZERI L2 ERICEY, K%
MATEMEIC300 mLE T35, Z0HE2 mLEy EREICEY, K
F M2 CIEFEIZ1000 mL& 332 ppm). Z OEFEICERE{LK
FREAREY IDERL, fRBEEORIEY — &2 EIICE
Lbis, HEBMEROBEL, RVBNLTRSDEEIEY &
L, IBBBICRBRBEORIE Y —VDEEFEELERD
EL e S L&, B CHOREN2 ppmDIEHELERD
BEE L.
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(i) #(EEE K150 mLE=ZORKET7 T X3i&h, @
{bIRFT % B455100 mLO FOE CEBICHT. @Bk - X
BT MU U ARIKRI0 mLEZHAIORREICMELS. 15
5%, “B{LRZORNEDRETEZ E2<, ABFETR
FEZNHARETZFAaILBERYIAL, K250 ¢& K100
mLZAWTZ0RAET 7 A3l T. 2 molVLIEEEELES80
mL% MERE TR %, 2y 7 2B TZ0E
7T AT LiAS, *ZEbA A v RHEBTERE T RS-
FRWE CREOHmLARNE SN2 v 7 2D,
BEBZIGENET 2. THUNORREEZRVIL, 0
WEHZ200 mLOEO=ZAT7 7 AIBT. ZIFRIORER
ExRDVEOKTHEY, BREZAT I X 2l2ma 5. kiad
TISHREMBA L%, HHTE. T ues7=/)—ATA—
RK0.1 mLEMmx, BANPLERFE~OABOENPERL
& B0/ EFESET 5 E T0.1 mol/LAKBEE LS R ) 7 AKTHE
TE (2500 5. ABOFETERRZIT, BETS. K
KL B LA AV DEERDSD L &, 50 ppmll FTH
D.

ZEbA Ao O&(ppm)= VM X 1000 X 3.203

M: KEOFRE(E)
V: 0.1 moVLAKEE{F b U 7 ATEDHEE E(mL)

BEE Qs BESEARQOOBEARICOE, 30210 CT
REETH EE, 1 mSemUTFTH5D, 12501, BERHE
Tk,

EREE 240 150 %LIT(Gg 105°C, 16B#/).
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Peroxides

,,,,, LD oo JRERRERQ)EE

_____ Chromium . .| #EESG)Z 6oL

_____ Zine MBS (TR
Loss on drying

_..Microbial contamination
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Uniformity of Dosage Units________ Y = B
(Introduction) FrEx) AAEFHLERHFR:
EHICRE L CHREA

APRS &S ERVCEBHOH RN

Content uniformity

L BES_MRR

D) BRI

(i ) AR L E

Mass variation

. Uncoated or |

Ll HEEoRE
2. HEmEHS

AAKREH S CRETE -
EIRSRER Y —Th D = & RITE

(DREULZANLI—T 1 T

s eam

. Hard capsules
__ Soft capsules

Gieko 7 wrm

Solid dosage forms c->ther than tablets;nd

Liquid dosage forms

normal use. If necessary,
compute the equivalent volume after
determining the density.” % HIb%

Calculation of acceptance value

1 nEmonE

Criteria
______ Solid, Semi-Solid and Liquid dosage fc

A3, HEEE

(EREA, EERNA, ROHA

Table 1 Application of content uniformity
(CU) and mass variation (MV) test for dosage
. Jorms

#6021 SBRH—PMRBEOCEERERROSMN
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