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INTRODUCED DY C:;o :

A BILL FOR AN ACTY ENTITLED: ™AN ACT T REQUIRE THE LABEL CF
A PRESCRIPTION DRUG TO INDICATE THE DRUG*S COMPATIBILITY

WITH ALCOHOL; AMENDIKG  SECTIONS 50-31-3n&6 ANC 50-31-308,

MCA.®

BE IT ENACTED BY THE LEGISLATURE OF THE STATE OF MONTANA:
Section la Section 50-31-306s MChy is omended %o readg?
"t0-31-305. When druy or device misbrandeds (1) 4 JIrug

or device shall be deemed to be aisbranded:

{a) if its labeling is false or misleading in any
particular;

(b} if in package form unless it bears a ltabel
containing:

(i} the name and place of business of the
manufactureres packers or distributer; and

{ii) an accurate statement of the guantity of the
contents in terms of weights measures or numarical count;
provided that reasonable wvariation shall be pereitted andg
excuntions as  to  small packajes  shall be allowad in
accordance with regulations prescribeu by the department or
issuved under the federal act:

{c) if any wordy statements or other information
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required by or under authority of this chapter to appear on
the label or labeling is not prominently placed thereon with
such conspicuousness [as compared with other wordse
statementss designss or devices in the labeling) and in such
terms as to render it likely to be read and understood by
the ordinary individual under customary conditions of
purchase and use;

{d) if it is for use by man and contains any quantity
of the narcotic or hypnotic substance alpha-eucaines
barbituric acide beta-eucaine, bromals cannabiss carbromals
chiorals cocas cocainesy codeiney heroine marihuanae
morphines opiumes paraldehydes peyotes sulphonmethanes or any
chemical derivative of such substance whiches after
investigations has been found to be and designated as
habit-forming by regulations issued by the departmont under
this chapter or by regulations issued pursuant to section
S02(d) of the federal acts unless its label bears the name
and gquantity or proportion of such substance or derivative
aitd  in juxtaposition therewith the statement "Warning-—-May

be habit-forming™;

{e) if it is a drugs unloss its Tabel bears to the
exctusion of ny other nonproprietary name (except the
applicahle systamatic chemical nanc or the chemical

formulal:

{i} the established name (as defined in 50-31-301{1)}
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of the druge if such there be; and

{ii} in case it is fabricated from two or rore
ingredientss the established name and quantity of each
active ingredients including the kind and quantity or
proportion of any alcohol and alseo includings whether active
or nots the established name and quantity or proportion of
any bromidess ethers chloroforme acetanilid, acetphenetiding
amidopyrines antipyrines Jtropines hyoscines hyoscyamines
arsenice digitaliss digitalis glucosidess mercurys cuabaine
strophanthine strychnines thyroids or any derivative or
preparation of any such substances contained therein;
provided that the requirement for stating the quantity of
the active ingredientss other than the guantity of those
specifically named in this subsection (l)(e){ti}s shall
apply only to prescription drugs; provided further thats to
the extent that compliance with the reqguiremsents of this
subsection (1l){e}(ii) is impracticahle, exemptions shall be
allowed under regulations promulgated by the department or
under the federal actj;

{f} wunless its labeling bears:

{i) adeguate directions for use; provided thats whare
any requirement of this subsection (1){f}(i)s as rpplied to
any drug or devicey is not necessary for the protection of
the public healthe the department shall promulgate

regulations exempting such drug or device from such
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requirements; pruvi led further that articles exempted under
regulations issucd under section 502(f) of the federal act
may also be exempt; and

fii) such adequate warnings aqainst use in those
pathologicasl conditions or by children where its use may be
dangerous to healthy Oor against unsafe dosage or methods or
duration of oadministration or applications in such manner
and form as are nccnssary for the protection of users:

{g9) if it purports to be a drug the name of which is
recoynized in an official compendiumes unless it is packaged
and labeled as prescribed therein; provided that the "method
of poeckingy may be modified with the consent of the
department or if consent is obtained under the federal acte
whenever a drug is recognized in both the United Strtes
Pharmacopocia and the Homeophathic Pharmacopoeia of the
united Statese it shall be subject to the requirement of the
United States Pharmacopoeia with respect to packaging and
labeling unless it is labeled and offered for sale as a
homeopathic druye in which case it shall be subject to the
provisions of the Homeophathic Pharmacopoeia of the United
States and not to those of the Ynited States Pharmacopoeias
provided further thate in the event of inconsistency between
the requirements of this subsection and those of subsecction
{e} as to the name by which the drug or its ingredients

shal) be designatedsy the requirements of subsection (e}

—f—
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shall prevailas

(h) +f it has been found by the department or under
the federal act to be a drug liable to deteriorations unless
it is packaged in such form and manner and its label bears a
statement of such precautions as the regulations issued by
the department or under the federal act require as necessary
for the gprotection of public healthe No such regulation
shall be established for any drug recognized in an official
compendium wuntil +the department 5hall have informed the
appropriate body charged with the revision of such
compendium of the need for such packoaging or labeling
requirements and such body shall have failed within a
reasonable time to prescribe such requirements.

(i) if it is a drug and its container is so mades
formade or filled as to be wmisleading:

(i) if it is an imitation of another druqi

(k) if it is offered for sale under the name of
another drug;

1) iFf it is dangerous to health when used in the
dosaye or with the frequency or dJduration prescribeds

recommendeds or suggested in the labeling thereaf;

{m) #f it sy purnorts to bes or is representoed as o
drut composed wholly or partly of insuline unlesss
ti) it is from & batech with respect to which a

certificate or release has Deen issued pursuant to section
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506 of the federal act; and

fii) such certificate or relecase is in effect with
resnpect to such drug;

{n) if it iss purports to bes or is represented as a

drug composed wholly or partly of any kind of penicillin,
streptomycing chlortetracyclines chioramphznicotye
bacitracine any other antibiotic druge or any derivative
thereofs unless:

ti} #+t is from a batch with respect to which s
certificote or release has been issucd pursuant to section
507 of the federal act; and

(ii} such certificate ofF release is in effect with
respect to such drug; provided that subsection {(1)({n} shall
not apply to any drug or <class of drugs exempted by
regulations promulgated under section 507(c)} or (d} of the
federal act;

(o) if it is a3 color Aadditivesr the intended use of
which in or on drugs s for thz purpose of «coloring onlys
unless its packaging and labeYing are in conformity with
such packaging and labeling reqguirem:nts applicable to such
color additive prescribed under the provisions of 50-31~10N8
or of the federal act;

(1} in the case of any prescription drug distributed

or offered for sale in this state, unliess the manufacturer.

packery or distributor thereof includes n ERR
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advertisements and other descriptive printed matter issued
or caused to be issued hy the sanufacturery onackers or
distributer with respect to that drug a true statement of:

{i) the established nanmes o5 defined in  50-31-301(1);

(ii} the formula shoWing yuantitatively each ingredient
of such drug to the extent required for labels under section
502(e) of the federal act; and

{(iii) such other information in brief suamary relating
to side effectsy contraindicationsy and effectiveness as
shall be required in reguletions issued under the federal
acts;

{q) if a trademarks trade names or other identifying
marks imprints or device or another or any likeness of the
foregoinyg has been plac2d thereon or upon its container with
intent to defraudei

" I £ ioti 1 if i ;
oot _indicate the drug®s compatibility with the consumption
£ ified £ al 1

{2} A drug which is subject to 50-31-307 sh21l be
deemzd to be misbranded ifs at any time prior to dispensings
its label fails tc¢ bear the statement “Caution: Federal Law
Prohibits Dispensing Without Prescription®™s or "Caution:
State Law Prohibits Dispensing Without Prescription®™. A
drug to which 50-31-307 does not apply shall be deemed to be

misbranded ifys at any time prior to dispensings its t1sbel
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bears the caution statzment quoted in the preceding
sentence.™

"*50-31-308. Prescription drugs exempt from certain
provisions of chaptere Any druy dispensed hy filling or
refilling & written or oral prescription of a practitioner
licensed by law to administer such drug shall be exempt from
the requirements of S50-31-306+ except subsections (1)(a}e
(13 01)e (1)iK)e (1){m)o (1)(n}y and the  packaqing
requirements of subsections {1){g)s and (1)}(h)s _apnd {1)ir}s
if the drug bears a label containing the name and address of
the dispensers the serial number and date of the
pruscription or of its fillings the name of the prescribers
and if stated in the prescriptions the name of the patient
snd the directions for wuse nd cautionary shatementsy if
anys contuined in such prescriptions This exemption shall
not apply to any druy dispensed in the course of the conduct
of a business of dispensing drugs pursuant to diaanasis by
@ail or to a drug dispensed in violation of 50-31-307."

-End-
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shall prevaile

{h) if it has been found by the department or under
the federal act to be a drug liable 1o deteriorations unless
it is packaged in such form and manner and its label bears a2
statement of such precautions as the regulations issued by
the department or under the federal act require as necessary
for tihe protection of public healths No such regulation
shall be established for any drug recognized in an official
compendium until the department s5hall have informed the
appropriate body charged with the revision of such
compendium of the need for such packoging or labeling
requiresents and such body shall have failed within a
reasonable time to prescribe such requirementse

(i} if it is a drug oand its container is so mades
formeds or Filled as to be wisleading;

tjy if it is an imitation of another drus;

tk}y if it is offered for sole under the name of
another drug;

{1} if it is dangerous to health when used in the
dosaye or with the freguency or Jduration prescribeds

recommendeds or suygested in the labeling thereof;

(m) if it iss purnorts to bey or is represented a5 a
dru1 composed whotly or partly of insulins unless:
ti) it is from a batch with respect to which a

certificate or releadse has been issved pursuwant to section
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506 of the federal act; and

[ii) such certificate or relcase is in effect with
respect to such drug;

{n) if it iss purports to bes or is represented as a

druq composed wholly eor partly of any kind of penicilling
streptomycinge chlortetracycliney chloramphznicoly
bacitracine any other antibictic drugy or any derivative
thereofs unless:

{éi} it 4is from a batch with respect to which o
certificste or release has been issued pursuant tec section
50T of the federal acti: and

(it) such certificate or release is in effect with
respect to such drug; provided that subsection (l){n) shall
not apply to any drug or class of drugs exempted by
regulations promsulgated under section 507{c) or {d) of the
federalt act;

fo) if it is a8 color Aadditives the intended use of
which in or on drugs is for the purpose of coloring onlyy
unless its packaging and lab=21ing are in conformity with
such packaging and labeling requirements applicable to such
color additive prescribed under the provisions of $0-31-108
or of the federal act;

ip} in the case of any prescription drug distributed
or offered for sale in this state, unless the manufacturer,

packery or distributor thereof includes in atl
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advertisements and other descriptive printed matter issued
or caused to be issued by the wanuficturers npackers or
distributor with respect to that drug a true statement of:

(i) the established namry a5 defined in  S0-31-301(1);

(ii} the formulta showing quantitatively each ingredient
of such drug to the extent required for labels under section
502({e) of the federal act; and

{iii} such octher inforamation in brief susmary relating
to side effectss contraindicationses and effectiveness as
shall be required in requlations issued under the federal
act;

{q) if a trademarks trade names or other identifying
marks imprinte or device or another or any likenass of the
foregoing has been placed thereon or upon its container with
intent to defrauds;

. ¢ ; £ . L it i
not _indicate the drug's compatibility with the consumption
. ifi f alcohol

{2} A drug which is subject to 50-31-307 shz211 he
deemzd to be misbranded ifs at any time prior to dispensings
its label fails to bear the statemcnt ™Caution: Federz) Law
Prchibits Dispensing Without Prescription™y or "Caution:
State tLaw Prohibits Dispensing Without Prescription™e A
drug to which 50-31-307 does not apply shall be deemed to bhe

mishranded ifs at any time prior to dispensings its 1abeld
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Leurs the caution stat2mant quoted in the preceding
Sentencee®

"50-31-308. Prescription drugs exempt from certain
provisions of chaptere Any druy dispensed hy filling or
refilling o written or oral prescription of a practitioner
licensed by law to adainister such drug shall be exempt from
the vrequirements of 50-31-306s except subsections (1)(ale
(13 Cade {1)(K)e t1)(m)s (1){n)s and the packaging
requirements of subsections [1){g)a ond (1){h)g_ and (13(rls
if the drug bears a Yabel containing the name and address of
the dispensers the serial number and date of the
pruscription or of its fillings the name of the prescribers
and if stated in the prescriptions the name of the patient
and the directions for wuse nd cauvtionary shatementsy if
anys contuined in such prescriptions This exemption shald
not apply to any druy dispensed in the course of the conduct
of a business of dispansing drugs pursuant to diaanosis by
@3il or to a drug dispensed in violation of 50-31-307."

~-£End-




