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bl FERERARBEERRS . AmIMEEMNE [EB/OL]. (2005-05-01). https://law.lawtime.cn/d353831358925.html.
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RESRA mn B SRR AmETROZE, EBSRAmEEEES EESm EHIFR.
ISR R AR LTI AIRE ANEIZENRERE” ¥, BRERIBEAZARMHINE
i, BmEMTERNTRIIEN N Z R EIRAmRITmSE FTRARES. ERNEN, Hm
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BHEEER, ENMELBRFRENE , BIEMRE "FE” KT LR EMRIE0RE
TRIER

LD =FHEBMRR, AR —ERARINRBDEFREERIGHE, Fla0LH
FEAFTENZTRBEISMBIEMLLE, TENFRTH@EMTENIRILTTE. R-EB
HIB AT EEEEER X BAERMNAFEE (TZ2XE. RIBEMHNFKIRE
E. EFMTESE) BAmIMRRAIRTEEIE; UWREBTHFEEL@ETER). 4
iR mEMFRIBAZS ZERL “BETFERTFEN EMRERARIIRAIR AR
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[12] FDA. Code of Federal Regulations Title 21[EB/OL]. (2023-11-11).

https://www.ecfr.gov/current/title-21/chapter-l/subchapter-D/part-314/subpart-B/section-314.50.
[13] European Parliament. Regulation (EC) No 726/2004[EB/OL].(2022-01-28). https://eur-lex.europa.eu/eli/reg/2004/726/0j.
[14] EMA. European Medicines Agency pre-authorisation procedural advice for users of the centralised procedure[EB/OL].

(2023-11-13). https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-

agency-pre-authorisation-procedural-advice-users-centralised-procedure_en.pdf.

[15] Act on Securing Quality, Efficacy and Safety of Products Including Pharmaceuticals and Medical Devices. Act on

Securing Quality, Efficacy and Safety of Products Including Pharmaceuticals and Medical Devices - English - Japanese

Law Translation.
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