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1. (ATFEER) 27159 HolF WAL A FROE A A5
1) €= MHRA (Medicines and Healthcare products Regulatory Agency)

A FFTEHANZIZZPHEIC)I A  F=2 MHRAE Z=2U19 Wil
Regulation 174 (A€W, =4 3 35577 & &bl wE o FFe 35 2
Ao E A AA AR SE YA FUEIE T FEe EMA(European
Medicines Agency)ollAl  HZ=W19 ™S =xF 37} (Conditional
Marketing Authorisation, CMA)gHol] @we} F=olA Z =219 WAls =17
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FHE WA it Ov, 275 ils 239k XBB1S o 3
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3) &5 TGA (Therapeutic Goods Administration)

TAFTHANTEZAA Z2U19 WAle]l z7|F 9 Wol Wil
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A&s7E ESE AL AA §7EsklaL, #3535 7HEA A o I
FEO et s7F 2319 o]y oF Bl FE Ao o oF

A2 7 Hfull registration)= % 2H3} A T
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55 W S (Australian Register of Therapeutic Goods, ARTG)E 38}
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A Zdst F7F AAT A 7HEE] 14 Type G application

pathway(¥ <9 WHAS7F EF)E AAlst] HE FHO0=E 3715
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1) 3 EMA (European Medicines Agency)
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2) ¥ PMDA (Pharmaceuticals and Medical Devices Agency)

TAFTEAN 7oA 2219 WMAle 5 &7 (special approval for
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1) "|= FDA (US. Food and Drug Administration)
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