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This guidance is intended to assist applicants in preparing abbreviated new drug applications (ANDAs) for submission to FDA under section 505(j) of the Federal
Food, Drug, and Cosmetic Act (FD&C Act) (21 U.S.C. 355(j)). This guidance details the information that should be provided in each section of the common
technical document (CTD) format for human pharmaceutical product applications2 and identifies supporting guidance documents and recommendations issued by
FDA to assist applicants in preparing their ANDA submission. This guidance identifies the information that an applicant should include to ensure that a complete,
high-quality application is submitted to FDA. FDA has previously published guidance documents on the filing process, including the guidance for industry about

refuse-to-receive standards,3 and common, recurring deficiencies4 which should be reviewed thoroughly prior to submission of an ANDA.
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/anda-submissions-content-and-format-abbreviated-new-drug-applications
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/anda-submissions-content-and-format-abbreviated-new-drug-applications
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2. & [E FDA Z4Y)vEh 5550 F 2019 & 6 A 26 H &A1 M10 BIOANALYTICAL METHOD VALIDATION “E %)

SWITEISIFFE S22 (FDA, 25[E A 525 5 S

This guideline is intended to provide recommendations for the validation of bioanalytical assays for chemical and biological drug quantification and their application
in the analysis of study samples. Adherence to the principles presented in this guideline will improve the quality and consistency of the bioanalytical data in support

of the development and market approval of both chemical and biological drugs.

AR R B AR AN 250 52 B i) AR 00 M D5 58 IE S AR RIE FOREAS 70 M v (0 S P 3 (A 3o 0 S AR 8 Rl i S ) S U S v A 4 2 i s £ i A
— M, PSCRME AR 25 R R AT St

Although you can comment on any guidance at any time (see 21 CFR 10.115(g)(5)), to ensure that the FDA considers your comment on a draft guidance before it
begins work on the final version of the guidance, submit either online or written comments on the draft guidance before the close date. (Submit Comments by

08/26/2019)

EIRR AT LABER PR AE AT FE (WL 21 CFR 10.115 (2)(5)), BN T RAE B A FRATR R AT AT FDA B8R 8 2 R IR W, 5 T2 H B2 AT (2019
F 8 H 26 HAp) 1R 8  HE R LA E L.

B BEVE LB TR

1. EJJE CDSCO T 2019 4 4 A 26 H k&A1 Frequently Asked Questions (FAQs) on New Drugs and Clinical Trials 324 &
I AR AR IS A S B8 WL ) 525, (CDSCO, EEE o s 25442 41| 4140
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https://www.fda.gov/media/128343/download
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NDM0MA==
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RATZSCAERIE I, RN T S A A VS B 25 Sl AR I i R0, AR RE R g . BB AR R LR, EANSH (1 Rl ihiz)
SR L€ 2630, B S CDSCO AN & Hi H 48 R/ B

2. EE CDSCO T 2019 4 3 A 7 H A& 4i Draft Guidelines for Evaluation of Nanopharmaceuticals in India E[J & 42K 2%
YIVEINFE B, (CDSCO, E[RErf deztiipds il i gl)

Department of Biotechnology (DBT) has forwarded draft “’Guidelines for evaluation of nanopharmaceuticals in India.” In order to ensure extensive consultations

with industry in nanosector, DBT has requested CDSCO to upload the draft guidelines in the CDSCO website.

Accordingly, the draft guidelines for evaluation of nanopharmaceuticals are attached for comments/ suggestions of Stakeholders

ENEEAEVIBRIBDBT) AL T (EIEEALKZGE i/ ) B 5. N TR S UREARAT L) 288/, DBT 25K CDSCO #4457 5 % L% %] CDSCO
Mt Eo DRIk, B _EQURZGMIFIr e re w5, OO SR i /i
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https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NDE1MA==

