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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/drugs-treatment-partial-onset-seizures-full-extrapolation-efficacy-adults-pediatric-patients-2-years
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R 2 JAZ T IR 2.4.20 -T2 IINE CORAE (Z50) 285 31.4 . PREHEUEH 0y 2019 5 12 H 31 H. FEREH 7 DeB0Eir, st
P it 1) 5 o

BN LGSR (25 A2, SEEZGH0 TPRIEE 2 I BCE 4 oA GRIBEATHIZ5 104l (PDG) TAEREFF: ZATHIEE 4 FhBO .
P2y SR E 2, $RAC4T PDG R AR SRR LG I A 7y . SR, 5 RRINZGHL) 55 10 RO BT IEARLE, A EOREE T I5E Je 2
M — k. AR 1M 2 U Rplseft. RS, M UMERMEM 7%, REEm e R SRR rAIE. Rt s (EEM) | i
FAEE Rpspths JEEAZNE LS e B IR (LOQ) AYAH AR IEEK

BLEIRM, I T i A AR T R RS BRI T RE AR R 2 . BRI, ARMERSIR BTG A 0& R b i 2 R B 7 k. kA, £E 2019 4R 8 T,
BRI 245 80 2.4.35 T “EATRS 25 BRI AT IR IBOTER " Tt AR U] (FE “ BRI Z5 i AR THRISER” D

(3. Ph. Eur. 2.4.20. Determination of elemental impurities )

2. WWAHIE SR VB AESRUE (ECA, ROMAHIBFFLRE, 2019 46 10 A 22 FD

EMA 5t KA T — 18N “H REMBBERAA NS IEE B2 )12 S0 EMA / CHMP / 428592/2019 Rev. 1, BLE HE#Hr. N TS, @
N HETHE A TR AR R A2 7 o BN, B AT E WIS R AR K. X R R B R g R .

FEA NG BRI B ¥ SR AR R DL T, R RSN A & oP 3R, TS (NaNO2) BRHABEASET, XS EWh T A e AR 4R SEAF 1E
WAHERAN (NaNO2) sFCAhfidfes), Skl WAMGEILRIZE &, 8 [ A S N A b AU o

JEURFEG A P I R S S B SR ARE Gl o, HEARD o

15


https://www.gmp-compliance.org/gmp-news/ph-eur-2-4-20-determination-of-elemental-impurities
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0

ARAERIRE F TR AT RS bt PR B AP A B8 [ S I P T I RN B B 5 RS P B e R, K S0 A e 2 A T B A 2B A At 10 P ) B A I R v

H
>

IR, Wi es, Hrh AR S R R T R R S, TR, SR e e R R rh e A% 217 dh L

BTG A A JEUREZ [ 24 it (KB B VF RT3 N SRS A A VAR 7 it o AR B3 e ARG, CILBRATTIRI B ) “ MEAffZ iS5 4s: EMA RIS E
JRJEURFE (R 2 i EAT AR PPAG )

(LK. Potential sources for Nitrosamine Impurities)
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