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Rk 30 27 H 6 HiIZHh T8 W EORLIERT T Zhejiang Huahai
Pharmaceutical Co.,Ltd. (PLF. [Huahai] &9 ,) | THREEL TWA L4
VH L DIFEIZINT, NDMA 2 S 2 L 2%, At & RE %
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20mg BEW : 0. 7~1.1ug, 40mg BEF : 1.5~2.Tug
80mg HE : 3.1~5.3 g, 160mg SEH : 5.1~10.7u g
JRERH  36~74ppm

B, HINEEKITIE IO TS PRIUERER & LT HPLC HEIZ LY o &
ITHoTHEY, FHEIFIZEENDNMAOESEIZLUTOEBY TL,

20mg BEW : 1.2~2. 1ug, 40mg BE : 2.4~4. 4 g
80mg #EF : 3.9~8.0u g, 160mg FEH : 7.6~12u g

INEEE 2, HT MRS OVEAFEHE T, ZhvE Iy RE & IR
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Zeds. WONESES T (EMA) T, BERYZREHE & LT, NDMA % 60ppm & A
TR A W CHRGE S v Sv v 2 o BlEI A 1 H 320mg™ !, T AR L
T 725531, 5000 A2 1 ADVEJEZ ORI L VBRI A ZFIET D12
FEDOY A7 LHELTEY £,
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(1) Zhejiang Tianyu Pharmaceutical Co.,Ltd. (LLF., [Tianyu] &V 95,)
([ZDOWNT
RAZIZENT, 1 7y MIBW TR TIZ NDMA 23 Shiz7zo Yy
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HENL, NV 8E T4 7 7] (20mg, 40mg, 80mg, 160mg). /NP /L
X UBE T9 7 ¢ (20mg, 40mg. 80mg. 160mg). /L)L Z g TH T A |
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Tianyu CTHRLE SN2 0P L H o D RS K O 5% 5 38 26 L 7= 351208 &
AUEE DORFNZ DWW TENLEI S & SR A IEETI THMr 247 - 7285 5 . NDMA
TR SN TOERE AL (RIEORMHRS 0. 2ppm, BA| O BRI 0. 1ppm), F
7o, YEHFEROFEREFERNEEANTH D a—T HERASIICB VT, 2hZ
TENICHE LIRS Tor v MZOWTHIE2ITo 724 R TH . NDVMA
TR SN TOWETA (BRHBRS 0. 1ppm),

(2) Hetero Labs Limited (LAF. lHetero] &V 9,) 12O\
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(3) Zhuhai Rundu Pharmaceutical Co.,Ltd. (LA F. [Rundu] &vv9,.) IZ
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