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USP Certificate

e Bondard ol oy

USP PREDNISONE TABLETS RS
Lot P11300
L EH-YDRMILE=JEHE 10mg)
BRI RERERAER (PVT) A

ExhEIME: USP LRV O vk PLI300 AR E(X 2012 £ 2 A 29 BETHITY,

USP L K=Y & RS & USP General Test Chapters on DISSOLUTION <711>(Z#(+% USP
Apparatus 1 XU 2 [Zx19 % Performance Verification Test (PVT: TH#eMEERHAER) THERTHEH
TRESINTVET  KRITEREE T TIZEL, 15C~25CTHREL TS,

BHEERE: ZREEUTOLSICHAELTESL:

BEEOKEFRNIBHLENS, £ 45°CITIEDH S, 0.45u m DZHET LA TRHELSBEL. #H#
FEANTZABIZRANAND, TT7RAADEZEL, S5IT 5 DHEBEBHLELNSHEEZRITS. BED
BITEMEX 100mbar LITF &R TSI L, 37°CTHEMGMD RS ELERATIEE, B AR FDRE
[FEABRFAIRET 37°CETELENKIIZTHT L,

FIE [3E1T USP ® DISSOLUTION <711>%ZHBDIL]: &AYEILIZDINT 30 S B R THEMEL
1=FURZ=VY CuHp0s DEZFRIEL. BHED/A—LU L TERT FHEARK 498.09(Zh (&
500ml (2 ) Z#ALVD, CORERR (T T EL D= HRERBIARTICIETES L IHBR LAV L, F:
B (X 37°CTITI, & apparatus [ 50rpm T:E#3 5, 30 A THEBRO—EEEWY. 116
2518F %, HBLIZHABRRISEHL TS ILE=Y U E% 242nm T, BXIED USP JLR=VY
FHEMRELLELTEHAIT 5,

AR LRV EBAHBRRRICARIEDRIC. RAVE—FREED 5% UTOT7I)ILa—ILEE
RALTHEN, 5BIEEFDOBRFEBREDGENEZZRANSIE, BELAICKSNATRERITHE,
HEEBM1D®D apparatus(/ARTYREIENARIL)TOHRERTEIDTHSHIEE.PVT FZFD
apparatus [CDOWTHHILEIND,

HREREHEE: LUTICRTHBRRY—LDELLNERIRT RIEMNTES,
ST NAT—UHER
DU NWNART=UHBFIEXLTOEY,

1. REBREBORBRSLIVIZDONT USP JLRZV Ui RS1EFREL. IEESh -T2 T

COBAREEREG. BANVFT—23>-77.)03 - TWHMARERILL THERRULIZED TS,
éﬁi@a??ﬂ( ERRUECREZELELET,
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VUBRDBHNA—EU L ERTET S, COBEHE%EEBRNBRAr—ILIZREL, Fi5L
REZELET S, 12 ROSaVHHHEBR (BEAYEIL 12 @) 2OV TIEIh U EDEK
ERITWMELL,

2. 12/RDLaVBVRERBEDISES . BMOERILYNCTRTYT 1 2RYIRLETT 5. BE.
BHEN—EUMEBRARBRT—ILABREL. FHLREEHELET S,

3. ATV 1 BEU 2 THREZ 2 DDEHESR LU 2 DDREMEDFHEZNTNHET S,
(12 RSV HIEBDBERIFIATYT 1 DRERDAEFERTS,)

4, RTv7 3 DIERZLEATH (GM) BEU/R—EMEEHRE(%CV) ITERT D, 3 LLUE
LTOEFIESRODIE,

5. A7v7 4 DRERER 1DV NAT—UHREHELLLET D, GM (FRFAEZBZ TIE
EBIEL, £2%CV (IR FELY KRETIFESHL, MANHEREEITESLTUONIL,
CORERIBE PVT [ZEHELT=.

T ay 2-A7F—CRE

PVT OEFTICIE 2-RAT7—UHBRERIRT 563 TED, 2-AT— VBRI, KYERLLV%CVY FER
TERMDEIRT—OTERITNIERBRE T TEENTELMAMICENLEFETHD, 2-R
T—URBROHBEEUTOREY,

1. HEEB/ROERIDLIVITDONT USP FLR=Y U8 RS1EFHERL. EEShIzY T
VUBRDBEN—EINERET D, COBRHEN—EUMERE BRI HR T —ILAE
Lz, FHELREEEZELT S,

2. A7V 1 DIDHERE GM BLU%CV ~AEHL, R1IZHD 2-RAT—UEDE 1 AT7—
POHFBFHELLLET 5, GM [FRFHEZXE A TIEHSAELY, %CV (FRFELYVKRECT
[F7E5%0, GM LUV %CV FHEDFEMICONTIE. StEHIZESE TS,

3. ATYT 2 DFERPVWTNLHFBHEEELHLTUONIE, 8T, 5ABRIRIE PVT [CEE
L1zo Z5TRWMERIERTYT 4 ~NED,

4. BMOGEFtEYNTRTYT 1ERYRLETT S, BHNA—tEUFOERE BAR B r—
IWAZEHLI=R. CORTYTTHRET AN THELREEEZEL TS,

5. R7Y7 1 &V 4 THEE2DODTHEE2ODDREEIZOVTENEFND T HEHET
%

6. ATYT 5 DIERERMEY (GM) BLWREREB/S—EU M %NCV)ITHET D, GM B&
U %CV DFEFERITOVNTIE, SHEHESET S,

7. ATVT 6 DIERERICHDZ 2-AT—VFEDE 2 RT—UHBFHBELILET 5, GM (LR
REZBATIEESE, %CV [EFRFELY RECTIFLELSHEND, MALNHIEEEICES
LTLnIE, CORERERIL PVT IZEHELT=,

COBAREEREG. BANVFT—23>-77.)03 - TWHMARERILL THERRULIZED TS,
SHOFFRI K ERNUECZZALIELET.
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£1: PVTERE Oy PLI300 [COABEASINZ31E)
X ) 2RT—U&
Atz )L UG NRTF—Tk - - - -
Apparatus . 2RT—UEDELRT—Y | 2RT—VUHEDE 2 RT—
n
GM* %CV GM* %CV GM* %CV
6 10
7 60 - 71 7.7 56 - 75 9.8
1 56 - 75 10
8 9.7
12 Na
6 6.8 6.7
7 6.7 27 -38 5.1 25 - 41 6.6
2 25-41
8 6.5 6.4
12 6.7 na

*50rpm. 30 N TRELET LRV DiZ#EE/\—tk

EtEH (Microsoft Excel®7—oL—FEBIZ LS %)

Run 1: Xy Xp ooy X0 EHARELT: Lnx, Ln Xy, ..., Ln x,
Run 2:  Xo.p Xoug oo Xt BIRRELT: Ln x,0p, LN Xup, ooy LN Xy,

n=6,7,8 M 2-ART—UREBDE 1 RT—T. BLU n=12 DLV TIVRAT—URER:
GM1 = exp(average (Ln x;:Ln x,))
%CV1 = 100%*sqgrt(exp(var(Ln x,;:Ln x,)-1)

SO IWAT—URERET(E n=6,7.8 D 2-RT—UHEBDE 2 AT,
GM = exp(average (average (Ln x;:Ln x,), average (Ln x,,;:Ln x,,)) = exp(average (Ln x;:Ln x,,)
%CV= 100*sqgrt(exp(average(var(Ln x;:Ln x,), var(Ln x,,;:Ln x,))-1)

exp: gL (e var: 58X sart: FHIR * F&  100: N—EUT—OADE#RTFIAR

HEICERTESDYIIY—ILA USP W7 H A+ (www.USP.org) THIFAATEE,

(Certificate EEIDA A=) (AU FILESBLTLIESLY)

USP {Z# S XA, MAIBKIUFIEIZHEL., K USP EZF£GZOOVMNIEESN-E/FST7LD
EEDOBESFEISEL TS EHIBLI-ZE%F USP (L5EAT 5, AOvrDEEL4F ML, BEE USP.
BiFR. K¥ER. EXEREREREZEH 3R LULOEREICSVLWTEBICAESNS,

(KANEBR) (FIVOFILESRBLTIZEL)

COBAREEREG. BANVFT—23>-77.)03 - TWHMARERILL THERRULIZED TS,
SHOFFRI K ERNUECZZALIELET.
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QA EE

HEIE
BEGOSNILLEICHICRELNGEVRY ., RZERKZFAT S USP £ENFAEET7IT)r—i3
2IZHLTIE 100.0%DEIEFFERAL TS, FEMICOVWTIXER DIZERDSRNIILESEL TS
=&y,

BZEAR

BTOYMIAR USP {2# FHA05 CTHRETEE T, BIOAVMFELEARESNTNSIEEELHY
F£9, ZOIHEA. IPrevious Lot/Valid Use Date IOR TR TEE T, EE . BITO VIO H T AIRES
HoTHhLEM 1 EMIFEIOOYENARRAT—ERELS>TLET,

COOYRAERBEICRITOILDTHINEI O DHIEFIEE SFEABDOEEICH VO TIT > TS,
ERDT VT T— EHEEIZT 1=, USP TlZ Official USP Reference Standards Catalog % %47
LTOWET, ChIZEAKXAYIEESN TOET , COIEHRIF USP D741k www.usp.org D
2 WA CEICE#H SN S Pharmacopeial Forum THREFRICSE LV -1E1HFET,

ERAICET 5% ER

W4 USP E£1=1% NF £/ 578 KUIRIT USP-NF (235 General Requirements for Tests and
Assays DIETRICH LT ZEW, RAYRDSAN)L LIZHDIETRHEIT USP-NF IZHEEDEELH
TWAIBEIE. SRILEDIERD Chapter <11>D UL\ BIERIVBBEEINET,

DAEENDOER
FEEREAEENERITILOESEL. EEMICCHEAFEORRELLYEY,

EREE

USP TIEAZRIZEDEFEM. T RFECHALOAGLHRBALRIALLVLEE A,

USP (X, TR BEBMEDBEEDREZEL . LB T LLINLICRESAAL, BIR, BER
FIEZESLORIAEETEEDOTIEHYFEE A

USP [E. CCICEFENBRABERDEREB =T EITODVTRILTLER A

USP [ZL A58 K - BERICOVWTHEEEZET LD TEHYE R A,

USP ZXRIFERR. XEWHIER. BEE

COBAREEREG. BANVFT—23>-77.)03 - TWHMARERILL THERRULIZED TS,
SHOFFRI K ERNUECZZALIELET.
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BELTHERATI-HDEDOTIEHYEE A,
A & # & Material Safety Data Sheet
(MSDS: #HBREMT 44— TRHYZE
‘A,

AEEAEIFUSP DX EITRHHAILGHERT
EEEA,

Copyright 2007 The United States Pharmacopeial convention, Inc.  All right reserved.
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