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Dosage Delivery Devices for Orally Ingested OTC PDF (594.59 KB) 05/05/2011  Center for Drug Over-the- Final
Liquid Drug_Products (/regulatory- (/media/78087/download) Evaluation and Counter Drugs
information/search-fda-guidance- Research
documents/dosage-delivery-devices-orally-
ingested-otc-liquid-drug-products)
Labeling OTC Human Drug_Products; Small Entity PDF (269.87 KB) 05/13/2009  Center for Drug Compliance, Final
Compliance Guide: Guidance for Industry, (/media/76481/download) Evaluation and Over-the-
(/regulatory-information/search-fda-guidance- Research Counter Drugs
documents/labeling-otc-human-drug-products-
small-entity-compliance-guide)
Labeling OTC Human Drug_Products -- Questions PDF (598.82 KB) 01/05/2009  Center for Drug Over-the- Final
and Answers (/regulatory-information/search-fda- (/media/72441/download) Evaluation and Counter Drugs
guidance-documents/labeling-otc-human-drug- Research
products-questions-and-answers)
Labeling OTC Human Drug_Products Updating PDF (29.54 KB) 10/18/2002  Center for Drug Over-the- Final
Labeling_in RLDs and ANDAs (/regulatory- (/media/72594/download) Evaluation and Counter Drugs
information/search-fda-guidance- Research
documents/labeling-otc-human-drug-products-
updating-labeling-rids-and-andas)
Labeling OTC Human Drug_Products Using_a PDF (57 KB) 12/19/2000  Center for Drug Over-the- Final
Column Format (/regulatory-information/search-fda-  (/media/72208/download) Evaluation and Counter Drugs
guidance-documents/labeling-otc-human-drug- Research
products-using-column-format)

+ Guidance for Over-the-Counter (OTC) Human PDF (63.86 KB) 07/21/2000  Center for Devices and Premarket, Final
Chorionic Gonadotropin (hCG) 510(k)s - Guidance  (/media/73757/download) Radiological
for Industry and FDA Reviewers/Staff (/regulatory- Health,Office of Product
information/search-fda-guidance- Evaluation and Quality
documents/guidance-over-counter-otc-human-
chorionic-gonadotropin-hcg-510ks-guidance-
industry-and-fda)
OTC Denture Cushions, Pads, Reliners, Repair PDF (93.73 KB) 08/17/1998  Center for Devices and Premarket, Final
Kits,_ and Partially Fabricated Denture Kits - (/media/72467/download) Radiological Health
Guidance for Industry and FDA Staff (/regulatory-
information/search-fda-guidance-documents/otc-
denture-cushions-pads-reliners-repair-kits-and-
partially-fabricated-denture-kits-guidance)
National Uniformity for Nonpresciption Drugs - PDF (73.83 KB) 04/09/1998  Center for Drug Administrative /  Final
Ingredient Listing_for OTC Drugs (/regulatory- (/media/72250/download) Evaluation and Procedural
information/search-fda-guidance- Research
documents/national-uniformity-nonpresciption-
drugs-ingredient-listing-otc-drugs)
CPG Sec. 450.300 OTC Drugs - General 03/01/1995 = Center for Drug Investigation & Final
Provisions and Administrative Procedures for Evaluation and Enforcement,
Marketing_Combination Products (/regulatory- Research
information/search-fda-guidance-documents/cpg-
sec-450300-otc-drugs-general-provisions-and-
administrative-procedures-marketing-combination)
CPG Sec. 450.400 Labeling_and Distribution of 05/22/1987 = Center for Drug Investigation & Final
OTC Drugs in Vending Machines (/regulatory- Evaluation and Enforcement,
information/search-fda-guidance-documents/cpg- Research
sec-450400-labeling-and-distribution-otc-drugs-
vending-machines)
CPG Sec. 454.100 OTC Ear Drop Preparations 05/22/1987  Center for Drug Investigation & Final
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Summary $ Document $ Date + FDA Organization & Topic $ Status s

+ CPG Sec. 455.100 Inert Glandular Preparations * 05/22/1987 = Center for Drug Investigation & Final
(OTC)*, Inadequate Full Disclosure and Claims Evaluation and Enforcement,
(/regulatory-information/search-fda-guidance- Research
documents/cpg-sec-455100-inert-glandular-
preparations-otc-inadequate-full-disclosure-and-
claims)

+ Enforcement Policy on Marketing OTC Combination = PDF (293.59 KB) 05/01/1984  Center for Drug Over-the- Final
Products (CPG 7132b.16). (/regulatory- (/media/72417/download) Evaluation and Counter Drugs
information/search-fda-guidance- Research
documents/enforcement-policy-marketing-otc-
combination-products-cpg-7132b16)

+ CPG Sec. 450.100 CGMP Enforcement Policy - PDF (59.71 KB) 04/01/1982  Center for Drug Investigation & Final
OTC vs Rx Drugs (/regulatory-information/search- (/media/72021/download) Evaluation and Enforcement,
fda-guidance-documents/cpg-sec-450100-cgmp- Research
enforcement-policy-otc-vs-rx-drugs)

+ General Guidelines for OTC Combination Products  PDF (270.2 KB) 11/01/1978  Center for Drug Over-the- Final
({regulatory-information/search-fda-guidance- (/media/72423/download) Evaluation and Counter Drugs
documents/general-guidelines-otc-combination- Research

products)

Showing 1 to 15 of 15 entries (filtered from 2,760 total entries)

Previous Next

Eye Therapies Exhibit 2253, 3 of 3
Dr. Reddy's v. Eye Therapies - IPR2024-00563

https://lwww.fda.gov/regulatory-information/search-fda-guidance-documents


https://www.fda.gov/media/72417/download
https://www.fda.gov/media/72417/download
https://www.fda.gov/media/72021/download
https://www.fda.gov/media/72021/download
https://www.fda.gov/media/72423/download
https://www.fda.gov/media/72423/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cpg-sec-455100-inert-glandular-preparations-otc-inadequate-full-disclosure-and-claims
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cpg-sec-455100-inert-glandular-preparations-otc-inadequate-full-disclosure-and-claims
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cpg-sec-455100-inert-glandular-preparations-otc-inadequate-full-disclosure-and-claims
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cpg-sec-455100-inert-glandular-preparations-otc-inadequate-full-disclosure-and-claims
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cpg-sec-455100-inert-glandular-preparations-otc-inadequate-full-disclosure-and-claims
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cpg-sec-455100-inert-glandular-preparations-otc-inadequate-full-disclosure-and-claims
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-marketing-otc-combination-products-cpg-7132b16
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-marketing-otc-combination-products-cpg-7132b16
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-marketing-otc-combination-products-cpg-7132b16
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-marketing-otc-combination-products-cpg-7132b16
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-marketing-otc-combination-products-cpg-7132b16
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-marketing-otc-combination-products-cpg-7132b16
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cpg-sec-450100-cgmp-enforcement-policy-otc-vs-rx-drugs
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cpg-sec-450100-cgmp-enforcement-policy-otc-vs-rx-drugs
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cpg-sec-450100-cgmp-enforcement-policy-otc-vs-rx-drugs
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cpg-sec-450100-cgmp-enforcement-policy-otc-vs-rx-drugs
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cpg-sec-450100-cgmp-enforcement-policy-otc-vs-rx-drugs
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/general-guidelines-otc-combination-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/general-guidelines-otc-combination-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/general-guidelines-otc-combination-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/general-guidelines-otc-combination-products



