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2-1-80 7268 Oral Mucosal Injury (353); Correction

2-5-80 7820 External Analgesic (348); Correction

2-12-80 9286 Cholecystokinetics (357) (P)

2-22-80 11846 Sweet Spirits of Nitre (310) (P)

3-21-80 18398 Antimicrobial (333) Notice of Acceptance of Data and Information into the
Administrative Record

3-21-80 19398 Laxative (334) Antidiarrheal (335) Emetic (336) Antiemetic (337) Notice of
Acceptance of Data and Information into the Administrative Record

3-21-80 19399 Nighttime Sleep-Aid (338) Stimulant (340) Notice of Acceptance of Data and
Information into the Administrative Record

3-21-80 18400 Cough, Cold, Allergy, Bronchodilator, & Antiasthmatic (341) Notice of
Acceptance of Data and Information into the Administrative Record

3-21-80 18400 Antibiotic (342) Notice of Acceptance of Data and Information into the
Administrative Record

3-21-80 18401 Internal Analgesic, Antipyretic, Antirheumatic (343) Notice of Acceptance of
Data and Information into the Administrative Record

3-21-80 18401 Otic (344) Notice of Acceptance of Data and Information into the Administrative
Record

3-21-80 18402 Vitamin, Minteral (345) Notice of Acceptance of Data and Information into the
Administrative Record

3-21-80 18402 Skin Protectant (347) Notice of Acceptance of Data and Information into the
Administrative Record

3-21-80 18402 Antiperspirant (350) Notice of Acceptance of Data and Information into the
Administrative Record

3-21-80 18403 Sunscreen (352) Notice of Acceptance of Data and Information into the
Administrative Record

3-21-80 18404 Skin Bleaching (358) Notice of Acceptance of Data and Information into the
Administrative Record

3-25-80 19265 Sweet Spirits of Nitre (310); Correction

3-25-80 19265 External Analgesic (348); Correction

3-25-80 19265 Exocrine Pancreatic Insufficiency (357); Extension of Time for Reply Comments

3-25-80 19266 Exocrine Pancreatic Insufficiency (357); Correction

3-28-80 20666 Anticaries (355) (P)



5-6-80 30002 Ophthalmic (349) (P)

5-13-80 31422 Category III Policy, Revised Rule (P)

5-20-80 33650 Anticaries (355); Correction

5-27-80 35349 Antacid Amendment (331) (P)

5-27-80 35576 Anorectal (346) (P)

6-27-80 43400 Sweet Spirits of Nitre (310) (F)

7-15-80 47422 Daytime Sedative (310); Correction

7-22-80 48920 Anorectal (346); Correction

7-22-80 48920 Ophthalmic (346); Correction

8-15-80 54354 Stomach Acidifier (310); Correction

8-15-80 54354 Anorectal (346); Correction

9-9-80 59541 Anthelmintic (357) (P)

9-26-80 63869 Camphorated Oil (310) (P)

9-26-80 63874 Cough, Cold, Allergy, Bronchodilator, Antiasthmatic (341); Reopening of
Administrative Record

9-26-80 63876 Anorectal (346); Reopening of Administrative Record

9-26-80 63878 External Analgesic (348); Reopening of Administrative Record

9-30-80 64709 Decision on Dosage of Pseudoephedrine Preparations (341) (N)

10-3-80 65609 Anthelmintic (357); Correction

10-3-80 65609 Wart Remover (358) (P)

10-17-80 69122 Nailbiting, Thumbsucking Deterrent (358) (P)

10-17-80 69128 Ingrown Toenail Relief (358) (P)

11-7-80 73955 Hair Grower and Hair Loss Prevention (310) (P)

12-5-80 80551 Wart Remover (358); Correction

12-9-80 81154 Hypophosphatemia and Hyperphosphatemia (310) (P)

12-12-80 82014 Vaginal/Contraceptive (351) (P)

12-19-80 83671 Decision on Dosage of Pseudoephedrine Preparations (341); Extension of Effective
Date

12-23-80 84836 Nailbiting, Thumbsucking Deterrent (358); Correction

12-23-80 84836 Ingrown Toenail Relief (358); Correction
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1-9-81 2365 Hypophosphatemia and Hyperphosphatemia (310); Correction

1-13-81 3030 Hair Grower and Hair Loss Prevention (310); Correction

2-6-81 11292 Vaginal/Contraceptive (351); Correction

5-5-81 25107 Vaginal/Contraceptive (351); Extension of Comment and Reply Comment Periods

5-5-81 25144 Decision on Dosage of Pseudoephedrine Preparations (341) (N)

9-29-81 47730 Category III Policy, Review Rule (F)

9-29-81 47740 OTC Drug Review Policy Statement (N)

11-27-81 57914 Vitamin, Mineral (345) Withdrawal of Proposed Monograph (P)
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1-5-82 424 Insect Repellent (310) (ANPR)

1-5-82 430 Topical Hormone (310) (ANPR)

1-5-82 436 Topical Mercury (333) (ANPR)

1-5-82 444 Acute Toxic Ingestion (357) (ANPR)

1-5-82 454 Digestive Aid (357) (ANPR)

1-5-82 490 Smoking Deterrent (357) (ANPR)

1-5-82 502 Fever Blister (357) (ANPR)

1-5-82 512 Internal Deodorant (357) (ANPR)

1-5-82 522 Corn and Callus Remover (358) (ANPR)

2-26-82 8566 Weight Control (357) (ANPR)

3-23-82 12430 Acne (333) (ANPR)

3-23-82 12480 Topical Antifungal (333) (ANPR)

3-30-83 13385 Digestive Aid (357); Extension of Time for Reply Comments

4-20-82 16796 Weight Control (357); Correction

4-23-82 17575 Acne (333); Correction

4-23-82 17575 Topical Antifungal (333);  Correction

4-23-82 17576 Weight Control (357); Extension of Time for Comments and Reply Comments



4-23-82 17738 Marketing Status of OTC Ingredients (330) Amendment to Enforcement Policy

4-23-82 17740 Diphenhydramine; Marketing Status as a Nighttime Sleep-Aid

4-27-82 18004 Weight Control (357); Correction

5-7-82 19721 Acute Toxic Ingestion (357); Correction

5-7-82 19721 Internal Deodorant (357); Correction

5-18-82 21274 Topical Hormone (310); Correction

5-21-82 22324 Topical Alcohol (333) (ANPR)

5-25-82 22712 Relief of Oral Discomfort (354) (ANPR)

5-25-82 22760 Oral Health Care (356) (ANPR)

6-29-82 28306 Boil Ointment (310) (ANPR)

6-29-82 28312 Pediculicide (358) (ANPR)

7-2-82 29002 Limitation of Labeling Terminology ("Exclusivity") (N)

7-9-82 29986 Topical Antibiotic (333) (PR)

7-9-82 30002 Cough, Cold, Allergy, Bronchodilator, and Antiasthmatic; Expectorant and
Anticholinergic (341) (PR)

7-9-82 30012 Otic (344) (PR)

7-30-82 32952 Relief of Oral Discomfort (354); Extension of Time for Comments and Reply
Comments

7-30-82 32953 Oral Health Care (356); Extension of Time for Comments and Reply Comments

8-6-82 34166 Pediculicide (358); Correction

8-10-82 34636 Prescription and OTC Drug Products Containing Phenacetin; NOH on Proposal
to Withdraw Approval of NDAs (N)

8-13-82 35249 Otic (344); Correction

8-13-82 35344 New Drug Status of OTC Combination Drug Products Containing Caffeine,
Phenylpropanolamine and Ephedrine (N)

8-20-82 35492 Antiperspirant (350) (PR)

8-24-82 37062 Anthelmintic (357) (PR)

8-24-82 37068 Cholecystokinetic (357) (PR)

8-27-82 37934 Cough, Cold, Allergy, Bronchodilator, and Antiasthmatic: Expectorant and
Anticholinergic (341); Extension of Time for Comments, Objections, or Requests
for Oral Hearing

8-31-82 38481 Antacid Amendment (Upset Stomach Labeling) (331) (FR)

8-31-82 38480 Antacid Amendment (In-Vitro Test--Delegation of Authority (5 and 331) (FR)



9-3-82 39102 Wart Remover (358) (PR)

9-3-82 39108 Skin Bleaching (358) (PR)

9-3-82 39120 Ingrown Toenail Relief (358)

9-3-82 39096 Nailbiting and Thumbsucking Deterrent (358) (PR)

9-3-82 38917 Topical Antimicrobial Drug Products for OTC Use (333); Tentative Final
Monograph; Correction (PR)

9-7-82 39412 External Analgesic (348); Reopening of Administrative Record (Astringent,
Diaper Rash, Fever Blister, Insect Bite and Sting, Poison Ivy/Oak Prevention,
Male Genital Desensitizer) (ANPR)

9-7-82 39436 Skin Protectant (347); Reopening of Administrative Record (Astringent, Diaper
Rash, Fever Blister, Insect Bite and Sting, Poison Ivy/Oak Prevention) (ANPR)

9-7-82 39464 Topical Antifungal (333); Reopening of Administrative Record (Diaper Rash)
(ANPR)

9-7-82 39406 Topcial Antimicrobial (333); Reopening of Administrative Record (Diaper Rash)
(ANPR)

9-7-82 39470 OTC Drugs Generally Recognized as Safe and Effective and Not Misbranded
(330); Proposed Warning Concerning Use of Systemically Absorbed OTC Drugs
by Pregnant or Nursing Women (PR)

9-17-82 41204 Rx and OTC Drug Products Containing Phenacetin; Opportunity for Hearing on
Proposal to Withdraw Approval of NDAs (N); Correction

9-21-82 41716 Camphorated Oil Drug Products for OTC Human Use (310) (FR)

9-21-82 41580 OTC Drugs Generally Recognized as Safe and Effective and Not Misbranded
(330); Proposed Warning Concerning Use of Systemically Absorbed OTC Drugs
by Pregnant or Nursing Women (PR); Correction

9-21-82 4158 Anthelmintic Drug Products (357) (PR); Correction

10-1-82 43572 Aphrodisiac Drug Products for OTC Use (310) (ANPR)

10-1-82 43566 OTC Drug Products to Treat Symptoms of Benign Prostatic Hypertrophy (310)
(ANPR)

10-1-82 43540 Orally Administered OTC Drug Products for Relief of Symptoms Associated with
Overindulgence in Alcohol and Food (357) (ANPR)

10-1-82 43562 Quinine for Treatment of Nocturnal Leg Muscle Cramps for OTC Use (343)
(ANPR)

10-15-82 46117 Skin Protectant Drug Products for OTC Use (347); Establishment of a
Monograph and Reopening of Administrative Record (ANPR); Correction

10-15-82 46117 OTC Drug Products for the Relief of Oral Discomfort (354); Establishment of a
Monograph (ANPR); Correction



10-26-82 47520 Cough, Cold, Allergy, Bronchodilator, and Antihistamine Drug Products for OTC
Use; Bronchodilator Drug Products (341) (PR)

11-5-82 50442 Tamper Resistant Packaging Requirements for Certain OTC Human Use and
Cosmetic Products (211, 314 & 700) (FR)

11-19-82 52200 Nailbiting and Thumbsucking Deterrent Drug Products for OTC Human Use
(358); Tentative Final Monograph (PR); Correction

11-19-82 52200 Wart Remover Drug Products for OTC Human Use (358); Tentative Final
Monograph (PR); Correction

11-19-82 52200 Skin Bleaching Drug Products for OTC Human Use (358); Tentative Final
Monograph (PR); Correction

11-19-82 52200 Ingrown Toenail Relief Drug Products for OTC Human Use (358); Tentative
Final Monograph (PR); Correction

12-3-82 54646 OTC Drug Products for the Control of Dandruff, Seborrheic Dermatitis, and
Psoriasis (358); Establishment of a Monograph (ANPR)

12-3-82 54750 Amendment of Labeling Requirement for OTC Human Drugs (201); Warning
Concerning Use by Pregnant or Nursing Women of OTC Drugs Intended for
Systemic Absorption (FR)

12-7-82 54981 External Analgesic Drug Products for OTC Human Use (344); Establishment of a
Monograph; and Reopening of Administrative Record (ANPR); Correction

12-7-82 54981 Topical Antifungal Drug Products for OTC Human Use (333); Establishment of a
Monograph; and Reopening of Administrative Record (ANPR); Correction

12-7-82 54981 Topical Antimicrobial Drug Products for OTC Human Use (333); Establishment
of Monograph; and Reopening of Administrative Record (ANPR); Correction

12-7-82 55075 Orally Administered Menstural Drug Products for OTC Human Use (357);
Establishment of a Monograph (ANPR)

12-10-82 55470 Delegation of Authority and Organization (5); Authorization to Grant or Deny
Citizen Petitions Submitted under § 10.30 for a Stay of Effective Date or for an
Exemption from the Tamper-Resistant Packaging and Labeling Requirements
(FR)

12-10-82 55497 Aphrodisiac Drug Products for OTC Human Use (310); Establishment of a
Monograph (ANPR); Correction

12-10-82 55497 Orally Administrative Drug Products for Relief of Symptoms Associated with
Overindulgence in Alcohol and Food for OTC Human Use (357); Establishment
of a Monograph (ANPR); Correction

12-21-82 56871 Orally Administrative Drug Products for Relief of Symptoms Associated with
Overindulgence in Alcohol and Food for OTC Human Use (357); Establishment
of a Monograph (ANPR); Correction

12-28-82 57738 Topical Antifungal, Topical Antimicrobial, External Analgesic and Skin
Protectant Drug Products for OTC Human Use (333, 344 and 347); Establishment
of a Monograph (ANPR); Extension of Comment Reply Comment Periods



12-28-82 57739 Oral Health Care Drug Products for OTC Human Use (356); Establishment if a
Monograph (ANPR); Extension of Reply Comment Period

12-28-82 57886 Labeling for Salicylate-Containing Drug Products (201) (ANPR)  - "Reye
Syndrome"
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1-4-83 270 Orally Administered Drug Products for Relief of Symptoms Associated with
Overindulgence in Alcohol and Food for OTC Human Use (357); Establishment
of a Monograph (ANPR); Extension of Time for Comments and Reply Comments

1-4-83 334 Tamper-Resistant Packaging Requirements for Certain OTC Human Drugs and
Cosmetic Products (201); Advisory Opinion (N)

1-14-83 1706 Tamper-Resistant Packaging Requirements for Contact Lens Solutions and
Tablets (200 and 800); Correction (FR)

1-14-83 1707 Tamper-Resistant Packaging Requirements for Certain OTC Human Drugs and
Cosmetic Products (211, 314 & 700); Correction (FR)

1-14-83 1758 Orally Administered Menstrual Drug Products for OTC Human Use (357);
Establishment of a Monograph (ANPR); Correction

1-21-83 2789 Labeling for Salicylate-Containing Drug Products (201) (ANPR); Correction
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