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5, BZETFICT, BHEBEZHA-EYAA87 7 X2ITFLE 0.45um O 7 «
IWR—=TAHAB%EITHI, 77AXATZEHL. 0I5 HEERL AN OEZIRE
EAERE LG 5, BAIESN/ZEZE L 100 mbar RiETH B Z &,
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—ER B SER (Single-Stage Test) FIE & HEH#

1. 727 YVDERISa v Izo0T, 1 20 USP AHMEERIIER,ES-TL K=Y v
(DPVS-7'L FZV V)RS fex B L. IBEESN/-RIER COAREEATHRT 5,
AHEDOSEREE BRNER T — VIR L, T EDBARET 2, 12M@F71%
1A EDRERNy L EGZ =TT VDIHE, XATv 7 2 DRBIISHEL L,

2. 12 Ry avRmnT7wry 7 oFeld, oty FEEBMNLTATy 71 %Y
R, AEROFAEFERABRTHEA T —ILICEH L, FHERHERET S,

3.RTy 71 E2TEONIZ2 DDOFHEDPBDENETNDOFGETEST 5, 12 £7-1Z
4R arvoT7ery7Vnigse, A7y 71 0RORAEFERT &,

4 27y 7 3 OFER A LAY (GM) & %ZEHRI (BCV) (CEHT 5, FHMILEES %
MERT BT &,

5. A7y 74 DfERER 1 O—ERERBOHEREE L KK T 5, GM [IHFREHEH Ok
BLLTlEa g, %CV IZERZBZ TEA oL, MANEELZH-L TWLBEA.
Ty TUIEPVT ICAELTWAS,

* 1. —REEHRICH T 2 HRREHER(PVT ) DFIEE S

KRE RywIvE/ e F1, %CV
HER A =% {0

1 (EE/ N2y kiE) 6 81-92 4.6
7 81-92 4.5

8 82-92 4.4

12 81-92 4.5

14 81-92 4.5

2 (/X RLE) 6 46-59 6.2
7 46-59 6.1

8 46-59 6.0

12 46-59 6.1

14 46-59 6.0
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F 7Y a v DZERBEAER (Two-Stage Test) FIE & HIER %

EREF. 12 RV arvREOTE YT DIFAE, PVT & “ERERRE L TERET
DTEEERTED, ZERESRBIE. SYBLVWHEEEZBRETLIZLICLY,
BB TRBAKRT T 22 HRT 2HANICEDRFETH D,

LUF i, ZERBEABROERBNAFIETH 5,

1. 7 7YVDERSa v Izo20WT, 1 DO DPVS-7L F=ZV > RSigaEBE L. I8
EENT-IEEETCOBRHEREELHET 5,

BHEDHEZRRZBANBR T —ILICE L, FHEDEERET D,

2. 27 v 7 1 OIER%ERMAFE(GM) & BEBNRE(BCV) ICEH L, T2 O ZERERERD
F1IERBEOFREHL BT 5, GM ZFBREHE» R L TEHR 5T %CV IF LR
EBZTIEHESHEL, GM &%CV OFEICOWTIL, SFHISETERN#ERT 2L,

&ZT/7Z@F%ﬁﬁH@A%EE%Et¢%Q\ﬁt/7UMMW AL TW

5o ZNLNDIZEIZ. ATV T AICED, ATy T 4ITEDEIIC, 7 70 X —
Dty arvasRBITHIE,

4. BMOFTER Oy FTRT v 7 1 %8 VIRYT, BREOEREZ BANEMR T —ILICE
WL, ZORT YT THRONET —ROFEEDEE RET 5,

5. A7y 71 & 4ATELNTZ 2 DOFEENEEZNENFET 5,

6. X7 v 7 5 DfER%Z GM £ %CV ICEHT 5, GM & %CV OFHEICDOWTIE, FFlIEET
BO =R TH &,

1.2ATv76DiERE, £20D —BEHARDE 2 EEOHFAHE L LET 5, GM L5
REHEAN SR LTI BT, BCV IFERAEBZ Tldasixly, mAINHEEESHE
7-LTWBEBE, 77 UIEPVT ICEKLTWS,
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& 2. ZERIESBRICH 1T HHEERRR(PVT ) OFIEE %

EE Ryl | CREHROE 1B “BBHBOS 2 B
/BB BT, %CV | AT, %CV
TLvkz=vyv FLk=vyv
(%) T (%)

1 (Elgs/NR 7y biE) 6 83-90 3.4 81-92 4.5
7 83-90 3.4 81-92 4.4

8 83-90 3.4 82-92 4.3

2 (/S FILE) 6 48-57 4.6 46-59 6.1

7 48-57 4.6 46-59 6.0

8 48-57 4.6 46-59 5.9

&3 7 7 7 2 — (Futility Factor)
FT7 T arvoBREFHEBRINEIRINIGE. ZEBERBROE 1 B TRCV A BT 7
7R —DHERDOME (FUEREALGL) EELW, £LIEBRA2HENHD, ZDLH7%5
B, ZEBRBROE 2 BREERIC %CV EELH T I LIIRAETH D, EREIL. B
1 EREORITRICHREBRAEEIETE S, 72770, #aH, SABRFIELC2FHAEL /2%, PVT
H L WBHORE (CERERBFIEOR Ty 7 1) OSBRI INENH D,

BWN7 70 2—. RBSINEEULD %CV DIFE. £ 2BREOHKEZIT>THERT
SfERIEONEWL

KE Ry IV
6 7 8
IN(E AV SN 6.4 6.2 6.1
2 (/S RIL3E) 8.6 8.5 8.4
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FHEH (Microsoft Excel®B%k & L TXKIR):

Run 1: x;, x,, ..., X, in natural log scale: Ln x;, Ln x,, =, Ln x,

Run 2: x,,,, X..s, ..., %, in natural log scale: Ln x,,;, Ln x,_,, =5, Ln X,

“ERBERBROSE 1 BRBE n=6,7,8 BLUV
—ERFEEER n=12, 14

GM1 = exp(average (Ln x: Ln x))
%CV1 = 100*sqrt(exp(var(Ln x: Ln x,)) -1)

—ERBEEER 7213 ZBRREEROE 2 B
n=6,7,8:

GM = exp(average((average (Ln x;:Ln x,)), (average (Ln x,,.:Ln x,,))))

= exp(average (Ln x;:Ln x,,))

%CV= 100*sqrt(exp(average((var(Ln x;:Ln x,)),(var(Ln x,,;:Ln x,,)))) -1)

exp: 83K () var: D8R sqrt: EAR * EE
100: /X —+ v T — I ~DOEIRREK

MRERRAISBRZE T 23 EDFME T4 K74 IOV TE,
RD Web 4 FaZBL TS0,

https://www.usp.org/small-molecules/pvt
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LABEL TEXT

For use with specified USP compendial tests. Not for use as a drug.

See SDS prior to use at www.usp.org/sds.

A ENCE STANDARD

DISSOLUTION PERFORMANCE VERIFICATION STANDARD -
PREDNISONE 30 Tablets

The nominal weight of prednisone in each tablet is 10 mg. At the time of use, open the
aluminum sachet, remove the blister card, and push the tablets through the foil backing of
the blister card. Use only whole tablets. Store at controlled room temperature. Keep
unused or unopened blister strips in the secondary package

Danger! Causes eye irritation. Suspected of damaging fertility or the unborn child. Causes
damage to organs (endocrine system) through prolonged or repeated exposure.

Obtain special instructions before use. Do not handle until all safety precautions have been
read and understood. Do not breathe dust/fume/gas/mist/vapors/spray. Wash thoroughly
after ing. Wear p ive gl p tive i ye protection/face protection. If
in eyes: Rinse cautiously with water for several minutes. Remove contact lenses, if present
and easy to do. Continue rinsing. If eye irritation persists: Get medical advice/attention. If
exposed or concerned: Get medical advice/attention. Store locked up. Dispose of
co iner in ce with gi ionallinternational {

See for any addi LOT: F161Y0

USP, 12601 Twinbrook Pkwy, Rockville, MD, +1-301-881-0666
oo zzere  waesmmio nspan [ HNUNHFANHNAN

Dancile A. Vattine

Quality Assurance
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