8§ 6815. Adulterating, msbranding and substituting. 1. Adultered
drugs. A drug or device shall be deenmed to be adulterated:

a. (1) If it consists in whole or in part of any filthy, putrid, or
deconposed substance; or (2) if it has been prepared, packed, or held
under insanitary conditions whereby it may have been contam nated with
filth, or whereby it nmay have been rendered injurious to health; or (3)
if it is adrug and its container is conposed, in whole or in part, of
any poi sonous or del eterious substance which nay render the contents
injurious to health; or (4) if it is a drug and it bears or contains,
for purposes of coloring only, a coal-tar color other than one froma
bat ch that has been certified in accordance with regul ati ons provided in
this article.

b. If it purports to be, or is represented as, a drug the nane of
which is recognized in an official conpendium and its strength differs
from or its quality or purity falls below, the standard set forth in
such conpendi um Such determ nation as to strength, quality or purity
shall be made in accordance with the tests or methods of assay set forth
i n such conmpendium or, in the absence or inadequacy of such tests or
nmet hods of assay, then in accordance with tests or nethods of assay
prescri bed by regul ati ons of the board of pharnmacy as pronul gated under
this article. Deviations fromthe official assays nay be made in the
gquantities of sanples and reagents enpl oyed, provided they are in
proportion to the quantities stated in the official conpendium No drug
defined in an official conpendiumshall be deenmed to be adulterated
under this paragraph because (1) it exceeds the standard of strength
therefor set forth in such conpendium if such difference is plainly
stated on its label; or (2) it falls below the standard of strength,
quality, or purity therefor set forth in such conpendiumif such
difference is plainly stated on its | abel, except that this clause shal
apply only to such drugs, or classes of drugs, as are specified in regu-
| ati ons which the board shall pronul gate when, as applied to any drug,
or class of drugs, the prohibition of such difference is not necessary
for the protection of the public health. Wenever a drug is recogni zed
in both the United States pharmacopoei a and t he honeopat hic
phar macopoeia of the United States, it shall be subject to the



requi renents of the United States pharmacopoeia unless it is |abeled and
offered for sale as a honmeopathic drug, in which case it shall be

subj ect to the provisions of the homeopathi c pharnacopoeia of the United
States and not to those of the United States pharnacopoei a.

c. If it is not subject to the provisions of paragraph b of this
subdivision and its strength differs from or its purity or quality
falls below, that which it purports or is represented to possess.

d. If it is a drug and any substance has been (1) m xed or packed
therewith so as to reduce its quality or strength or (2) substituted
wholly or in part therefor.

e. If it is sold under or by a name not recognized in or according to
a formula not given in the United States pharnacopoeia or the national
formulary but that is found in sonme other standard work on pharnacol ogy
recogni zed by the board, and it differs in strength, quality or purity
fromthe strength, quality or purity required, or the formula prescribed
in, the standard work.

2. Msbranded and substituted drugs and devices. A drug or device
shal | be deened to be m sbranded:

a. If its labeling is false or msleading in any particul ar.

b. If in package form unless it bears a | abel containing (1) the nanme
and place of business of the manufacturer, packer, or distributor; and
(2) an accurate statenent of the quantity of the contents in terns of
wei ght, measure, or nunerical count: Provided, that under clause (2) of
t hi s paragraph the board may establish reasonable variations as to
guantity and exenptions as to snmall packages.

c. If any word, statenent, or other information required by or under
authority of this article to appear on the | abel or |abeling is not
prom nently placed thereon with such conspi cuousness (as conpared with
ot her words, statenments, designs, or devices, in the labeling) and in
such terns as to render it likely to be read and understood by the



ordi nary i ndividual under customary conditions of purchase and use.

d. If it is for use by nman and contains any quantity of the narcotic
or hypnotic substance al pha eucaine, barbituric acid, beta eucaine,
bromal , cannabis, carbromal, chloral, coca, cocaine, codeine, heroin,
mar i huana, norphine, opium paral dehyde, peyote, or sul phonnethane; or
any chem cal derivative of such substance, which derivative has been by
the secretary, after investigation, found to be, and by regul ati ons
under this article, or by regulations promul gated by the board,
designated as, habit formng; unless its | abel bears the nanme and
gquantity, or proportion, of such substance or derivative and in
juxtaposition therewith the statenent "Warning--May be habit form ng."

e. If it is a drug and is not designated solely by a nanme recogni zed
in an official conmpendiumunless its |abel bears (1) the common or usual
nane of the drug, if such there be; and (2) in case it is fabricated
fromtwo or nore ingredients, the common or usual nane of each active
i ngredient, including the kind and quantity by percentage or anount of
any al cohol, and al so including, whether active or not, the nanme and
gquantity or proportion of any brom des, ether, chloroform acetanilid,
acet pheneti di n, am dopyrine, antipyrine, atropine, hyoscine,
hyoscyam ne, arsenic, digitalis, digitalis glucosides, nercury, ouabain,
strophant hin, strychnine, thyroid, or any derivative or preparation of
any such substances, contained therein: Provided, that, to the extent
that conpliance with the requirenents of clause (2) of this paragraph is
i npracticabl e, exenptions shall be established by regul ations
promul gated by the board.

f. Unless its labeling bears (1) adequate directions for use; and (2)
such adequat e warni ngs agai nst use in those pathol ogical conditions or
by children where its use nay be dangerous to health, or against unsafe
dosage or nethods or duration of adm nistration or application, in such
manner and form as are necessary for the protection of users: Provided,
that, where any requirenent of clause (1) of this paragraph, as applied
to any drug or device, is not necessary for the protection of the public
heal th, the board shall pronul gate regul ati ons exenpting such drug or
devi ce from such requirenent.



g. If it purports to be a drug the nanme of which is recognized in an
of ficial conmpendium unless it is packaged and | abel ed as prescribed
therein: Provided, that, the method of packing nmay be nodified with the
consent of the secretary in accordance with regul ations promnul gated by
t he board. \Whenever a drug is recognized in both the United States
phar macopoei a and t he honeopat hi ¢ pharmacopoeia of the United States, it
shall be subject to the requirenments of the United States pharnacopoeia
Wi th respect to packaging and | abeling unless it is | abeled and offered
for sale as a honmeopathic drug, in which case it shall be subject to the
provi si ons of the honeopat hi c pharmacopoeia of the United States, and
not to those of the United States pharmacopoei a.

h. (1) If it is a drug and its container is so made, formed or filled
as to be msleading; (2) if it is an imtation of another drug; (3) if
it is offered for sale under the nane of another drug; or (4) if it
bears a copy, counterfeit, or colorable imtation of the trademark,
| abel , container or identifying name or design of another drug.

i. If it is dangerous to health when used in the dosage, or with the
frequency or duration prescribed, recommended or suggested in the
| abel i ng t hereof.

j. Except as required by article thirty-three of the public health
|l aw, the | abeling provisions of this article shall not apply to the
conmpoundi ng and di spensi ng of drugs on the witten prescription of a
physician, a dentist, a podiatrist or a veterinarian, which prescription
when filled shall be kept on file for at least five years by the
pharmaci st or druggi st. Such drug shall bear a |abel containing the nanme
and place of business of the dispenser, the serial nunber and date of
the prescription, directions for use as may be stated in the
prescription, nanme and address of the patient and the nanme of the
physi cian or other practitioner authorized by law to issue the
prescription. 1In addition, such | abel shall contain the proprietary or
brand name of the drug and, if applicable, the strength of the contents,
unl ess the person issuing the prescription explicitly states on the
prescription, in his own handwiting, that the name of the drug and the



strength thereof should not appear on the | abel.



