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0w page four, paragreph 1 and 4, siace nany of the adverra reactions
are needlessty repeated ue sugpest coubining these parasvaphs as follows.
PCrntral neveous systen: Ovewstimalation, restlessnees, Aizriness,
fusenala, euphoria, dysphoria, tremor, torpor, headacha, rampover, Tatigue,
amnicty, tracsical pavesthesias of the eutrealt fen;y rarely, psvehotie
epinades at recormended doges.”

On pagv four, pavonranh 2, for better word flcu we cunposk the
follouing. Cd‘*IOJQLS?tiﬁQT Dryness of the mouth, unpleasont taste,

dinvthea, enorexia, nausea, oneais, cpigasirie discemfort and ather
pastrointestingl dlqranﬂnccs

Qur most serious conzern is in the seetion under OV OSAGE appearing
uir pazes four and five. The first two parag raphs in this section vepresent
regulatory copy applicable to arphetenines.  The rewmaining paragraphs zppear

+

to be 2 direck 1ift {rum mcthaquzlone tabeling as applied te a single entity
drug.  We believe this may he zonfusineg and uialéadlnu. It would bo possibie
to ineluds tha subheading "Anphetmaing Overdosene! brinre to the first two -
paragraphs and the subhaadiug "Methaqualene Ovarddscne #t the bhrainning of
the third paragraph. TIa our opivion, this is not satisfactovy since the
majer secotion, OVERDOSAGK, should reiate to. o spaeific product, nomaly
dphataniae-T. Vo foguest thal you reconsidcr the entire secrien vnidey
VERGDSADE with rc;ard to Zeuts overdosasn with metkagnalone. e do uat
question the basic accvracy of thd information hut ra L?er 1t applicapility
in the Isbeling for this specific produet.

An exanple of the resulting fuconsistency is seen in the sgccnd phra-
fiveph recomsending sedation with a barbiturate and ia the fifth poragragh
recosiiending suvport*ve reasurcs for the uneconscious patient.

Ve offer the follsiving sueuasted copy for OVEPDOSACE which covers che
significont points in relatinnship to Biphetzine-T. i

QOVERDISACE:

Manifestations of acute overdsasoe with anphetanines include
restlessness, confusion, assaultiveness, halluciunat? ons, panic
states. Fatigue and deptﬂ"alon usua]ly follow the central
stinulation. Cardiovascular eoifectes include arrhythmias, hyper-
tension or hypetension and circulatory collapse. GCastrointestinal
syeptoms include nousea, vomiting, diarrhea and abdominal Cramps.
Fatal poisoning uuuilly terming LOo in conguleions and comz. Tha
syuptematology Msted above mny be aggravated by the methaqualone
cewmponont of Biphetamine-T.




