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- Y 0.1° 0.2° 0.1° 0.1° 0.1° 0.1°
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&4 TL RV VAEE GM. %CV
Apparatus 1 Basket | Test 1-1 | Test 1-2 [ Test 2-1 | Test 2-2 | Test 3-1 | Test 3-2 | Test 4-1 | Test 4-2 | Test 5-1 | Test 5-2 | Test 6-1 | Test 6-2
Nyl 91.655 86.781 90.202 86.438 89.973 87.548 89.413 89.504 86.575 87.422 89.527 94.264
Ny L2 86.827 84.984 85.328 90.237 91.175 85.534 85.145 85.900 91.381 88.097 92.891 92.148
BHE | Nvy+3 | 90.694 | 86.792 | 92.033 | 83.829 | 86.197 | 88.760 | 89.413 | 83.760 | 91.438 | 87.959 | 91.060 | 93.795
% ~Ny4)L4 | 89.985 | 89.905 | 91.266 | 89.939 | 89.172 | 90.900 [ 94.139 | 92.205 | 89.367 | 84.000 | 91.816 | 88.921
Ny L5 84.595 89.642 84.264 92.537 90.717 88.772 90.443 91.152 92.296 92.182 93.200 92.159
~Ny4L6 | 93.704 | 93.967 | 90.557 | 90.099 | 90.4838 | 87.902 [ 90.362 | 85.408 | 91.850 | 86.998 | 93.578 | 92.537
GM 90 89 89 89 90 88 90 88 90 88 92 92
%CV 3.7 3.6 3.7 3.6 2.0 2.0 3.2 3.9 2.4 3.0 1.7 2.1
Apparatus 2 Paddle | Test1-1 | Test 1-2 | Test 2-1 | Test 2-2 | Test 3-1 | Test 3-2 | Test 4-1 | Test 4-2 | Test 5-1 | Test 5-2 | Test 6-1 | Test 6-2
Nyl 52.327 49.581 48.837 51.721 50.760 55.451 52.579 50.439 49.169 52.270 49.295 50.393
Ny 2 54.227 51.343 49.730 55.989 53.243 53.117 54.879 51.377 53.552 52.053 50.851 57.774
BHER Ny I3 57.259 55.165 50.485 51.892 57.854 56.492 57.534 51.847 56.195 55.050 49.867 52.190
% Ny L4 54.066 56.298 47.281 52.991 51.011 56.366 53.643 57.156 51.652 50.645 64.193 66.527
Ny A4IL5 50.931 53.494 55.096 53.231 57.774 55.771 54.112 52.876 50.233 50.714 44.237 63.747
~Ny4L6 | 52.865 | 52.705 | 49.123 | 50.313 | 57.042 | 58.243 [ 53.071 | 55.623 | 52.556 | 54.879 | 50.405 | 55.039
GM 54 53 50 53 55 56 54 53 52 53 51 57
%CV 4.0 4.7 5.2 3.6 6.2 3.0 3.2 49 48 3.7 12.3 11.0
SEIDOREEERA 5. DPVS (it [t [SZ k. 2RER]
DEEEZIFIZC ., WROREISIKE 1 USP h— L~~~ (Frequently Asked

NTHh-o7z& LTH, TOHEAEDLEPE
BRVIORERETIEL PVT ISES LWL
AIBEMEA TR SN BB R E A - T,

it USP Prednisone tablets [El#%.

DPVS ICEWTH, KE. BN, BE%ZE
7Y THIE AR E DS ORI K B
HEFRDERA 5 GM & %CV D¥FEE
HEIFFREINTE Y, PVT IZAHEARZRD
PQ & L TwmBIELIThNTWL 3 FEER
ﬁﬁéo%wmﬁEtMﬁ%ﬁ&éhﬁ
TEHNICET S 2 Lok, AHEAR
%E%@%@&Uﬁﬁﬁmmﬁﬁ\ﬁﬁi
g £ T% &1 HERNREEMEDFHIANE

TTEREEZLND,

PHYSIO
MCKINA

‘
—

Questions (FAQ) for <711> Notice of
Intent to Revise)

. USP Dissolution Performance
Verification Standard — Prednisone
tablets (Lot: F161Y0) Certificate

. USP Guideline on Procedures for
Mechanical Calibration and Performance

Verification Test Apparatus 1 and

Apparatus 2 (Dissolution Toolkit Version
3.0) (2022)

BTN \REBAERASEER SR
FE DKM IEDZERN A E (G6-2-
170)

. ASTM E2503-13 Standard Practice for
Qualification of Basket and Paddle
Dissolution Apparatus (2020)

NVT 77— 3>/ — bk 09-NVT
NEHERICH T 2HBREDOHRS

The Authorized Distributor of USP in JAPAN

7 4 VA= F RS

www.physiomckina.co.jp

TR VRAHT 1-4 BATRE: v L 2F

%

T 343-0816

TEL : 050-3536-1817 FAX: 048-964-9930 E-mail : contact@physiomckina.co.jp



http://www.physiomckina.co.jp/
mailto:contact@physiomckina.co.jp

