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Empagliflozin, B 51 1% synthesis, {t, Y20190021274
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Canagliflozin hemihydrate, 4% 41| 15 synthesis, {4, Y20200001023
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Tofacitinib citrate, Fij#% B L1 B A0 synthesis, Y20200001214
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! Omeprazole, EEEHME “synthesis, /|
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i Duloxetine hydrochloride, £ B2 B & F7T synthesis, {4 I
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Chemical
Levetiracetam , 2 Z:$i P 3H synthesis, {4, o
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THE ISSUING REGULATORY AUTHORITY HEREBY CONFIRMS THAT:
%R

This manufacturing plant complies with the requirements of the Chinese Good
Manufacturing Practice (= GMP of EU, WHO/ICH Q7);

ZAV BT GMP A A FE & GMP B3k, $E THREA. R TAHRHALN
K ICH Q7 % & GMP Z 3K;

"'ne manuTacturing pramt s Supjett W TegUar, S and Wwansparerft Corros and 1 e
effective enforcement of good manufacturing practice, including repeated and
unannounced inspections, so as to ensure the protection of public health ,which is at least
equivalent to that in the EU; and

REFTBLEH. PARBRNEEURERARTE S OMP BE# K, A%
REWKARE, BREFAREE, EXTFERERSY; 5E

In the event of findings relating to non-compliance, information on such findings is
supplied by the exporting third country without delay to the EU.
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This written confirmation remains valid until: Dec 13 ™ ,2023
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