
Attachment 
 1 

43410 Federal Register / Vol. 59, No. 162 / Tuesday, August 23, 1994 / Rules and Regulations 

(2)Inaddifion to the information (B) "If symptoms do not improve more than 3 days. Use only as directed. 
identifiedfn pamgraph @)(I)of this within 7 days ar areaccompanied by Frequent or prolonged use may cause 
sectioa, the labeling of the product may fever, consult a doctor." nasal congestion to recur or worsen. If 
contain any (one ormon.5) of the (C) "Do not give this product to a symptoms persist, consult a dcctor." 
following statements: child who has heart disease,high blood (VI) For products containing any 

(i) (Selectone of the following: "For pressure, thyroid disease,or diabetes topical nasal decongestant identiped in 
@e-temporaryrelief of '  or "Tempsrdy U I I ~ ~ S Sdirectedby a doctor." $341.20(b) when labeled for children 
relieves") (select one of the following: (D) "winteraction precaution. Do under 12 years of age. The labeling of 

nose," "stopped up nose," not give &IS product to a child who is the product contains the warnings 
"nasa stuffiness," or "clogged up taking a prescrfption monoamine identified in paragraph [c)(2)(i) of this 
nose.") oxidase inhibitor (MA00 [certain drugs section. 

(ii) (Select one of the following: for depression, psychiatric or emotional (vli)[Reserved] 
" ~ d u - s  s w e b g  of," "Decongests," or conditiansl, or for 2 weeks after (viii)For products containing 
"Helps clear") "nasal passages;shrinks BtoPPin~ theMAO1 drug. If YOU are ephedrine, ephedrine hydrochloride, 
srvollen membranes." 	 uncertain wh&er your child's ephedrine sulfate, naphazoline 

(iii) "Temporarily restotss freer prescription drug contains anMAOI, hydmchlodde, oxymetazoline 
breathing through the nose." 	 consult a health professional before hydroch1oride. phenylepfine 

[iv) "Helps decongest sinusopenings gi* this product" hydrochloride, or xylometazoline 
md pqw tmpOrhly relimes { i i i f ~ o remf nasal decongestant hydrochloride identified in 

congestion andpressum." products labeled for both adults and $341.20(b)(2), (b)(3), (b)(4), (b)(ci), (bN7). 


(v)"homotes nasal and/or sinus children under 12 years of age. The (b)(8),and (b)(10) when used as nasal 
labefing of the product containsthe spmys, drops, or jellies and when *age; temporarily relieves &us 
warnings identihd in paragraph labeled for children under 12 years of congestion and pressure." 
(c)(l](i) of this &on. 	 age. (A)"Do not usethisproduct for (c) Warnings. The labeling of the 

(21 Topical nasal decongestants--(i) more than 3 days. Use only as directed. 
fouO*gWarnings For products c o n t d d ~ g  any tbpical Frequent or prolonged usemay causa underthe ,heading "Warnings": nasal decongestant identified in nasal congestion to recur or worsen. If 

(I)Oml 	 For $34120(b) when labeledfor ad&. (A) sym toms persist. consult a doctor." products containing phenylephrine 
hydrochloride, pseudoephedrine "Donot exceed recommended dosageeee (87"Do not use this product in a child 
hydrochloride, or pseudoephedrine in who his heart disease, high blood(B) "This roduct may cause pressure, thyroid disease, or diabetes sulfate identifled in $341.20 (a)(l J, temporary d!scomfort such asburning, unless directed by a doctor."(a)(2), and (a)(3) when lqbeled for stinging, sneezing, or an increase in (ix)For products containing 
adults: (A) "Donot exceed nasal discharge." pmpylhexedrine identified in dosage. lfht in (C)"The use ofthis containerby more §341.20(b)(9) when used in an inhalor 

Ifnervousness. dizziness* thanone person may spread infection." dosageform and when labeled for or sleeplessness occur,discontinueuse (ii)[ R ~ ~ ~ ~children under 12 years of age. "Do not ~ ~ I
and consult a doctor.'' [iii) For products containing use this product for more than 3 days.(B) "If symptoms do-not improve ephedrine, ephedrine hydrochloride, Use only as directed. m u e n t  or 
within7 days orare accompaniedby ephedrine sulfate, naphazoline prolonged use may cause nasal
fever, consult a doctor." hydrochloride, oxymetazoline congestion to recur or worsen. If 
[C)"Do not take duct if you hydrochloride. phenylephdne s y m  toms persist, consult a doctor." 

have heart disease,high 61;lood-p~essuG. h-ofide, or xylometazoline (xf~ortopical nasal decongestant 
thyroid disease. diabetw ar difficultyin hydrochloride identified in 9341.80 products labeled for both adults and for 
urination due to edargemgnt of the ibIi2). (bI(91. (b1(4Islb)(6), (bIi7). (bM81, children under 12 years of age. The
prostate gland unless directed by a and &)(10) when used as nasal spmys, labeling of the product contains the 
doctor." drops, orjellies and when labeled for applicable warnings identified in 

@) "Druglntmction precaution. Do adults. (A)"Do not use this product for paragraphs (c)(2)(i), (c)(2](ii). (c)(2)(iii), not use this product if you are now more than 3 days. Use only as directed. and (c)(2)(v) of this section. 
taking a p d p t i o n  monoamine Fmquent or prolonged use may cause (dl Directjom. The hbeling of the 
oxid- fibitor W O I )  b- drugs 
for dep-ion, psychiatric emotional 
conditions, or Parkinson's disease), or 
for 2 weeks after stopping the MA01 

drug. If you are uncertainwhether your 

prescription drug contab anbfAOI, urinati 

consult a health profmional before p

taking this product." doctor." yeas of age and over: 10 milligrams


(ii)For mducts containing (iv)For products mntar'ning every 4 horn  not to exceed 60 
p h e n y ~ e p ~ h ehydmhloride, 

pseudoephedrine hydrochloride, or 

pseudoephedrine sulfate identified in 

§341.20 ial(l). (ali21, and (0)(3) when 

labeled for children under 12years of 

age. (A) '?)o not excesd recommended 

dosage. [first sentence in boldface type1 

If newougness, dizxiness, or 

sleeplessnessoccui., discontinue use 

and consult a doctor." 





