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/t:ltrcu €, Bill NO. ~ 
INTRODUCED <JV £...,~ 

A Sill FOR AN ACT E~TITLEO: "AN ACT TU ~EOUIRt THf LAAEL GF 

A PRESCRIPTION DRUG TO INDICATE THE ORUG'S COMPATIBiliTY 

IOlTH ALCJHOL; AMENiliNG SECTION'> '>0-3t-3n6 ANL' S0-31-306 9 

MCA." 

SE IT ENACTED SY THE lEGISLATURE OF THE STATE Of ~ONTANA: 

5"ction ). Section '50-31-306, ~CAt i~ Clm,,•nded ~o rc'ao: 

"~0-31-306. When drU<J or devic" mi sbr,Jndl'c1. ( 1) ~ ,1rug 

or device shall be deeaed to be aisbranded: 

(a) if its labeling is false or misleadin~ in any 

particular; 

{b) if in package for• unless it bears a label 

cont<Jining: 

(i) the na•e and place of business of the 

•anufacturcrt packer. or distributor; and 

(ii} an accurate state•ent of the ~uantity of th~ 

contents in terms of w~ight. •easure, or nume~icdl count; 

provided that reasonable vari~tion shall be pereitted and 

eXuQ?tions as to small pdck~~~s shall be dllow~d il' 

accordance with regulations prPscribeu by the department or 

issued under the federal act; 

(<:l if any word, stateMent, or other infor~ation 

lC 0848/01 

1 required by or under authority of this chdpter to appear on 

2 th~ label or labeling is not pro~inently placed thereon with 

3 such conspicuousness (dS compared with other wor-ds, 

~ state~entso designs, or devices in the labeling) and in such 

5 terms as to render it likely to be read and under~tood by 

I) the ordinary individual under customary conditions of 

7 purchase and use; 

II c d) if it is for use by •an and contains any quantity 

9 of the narcotic or hypnotic substance alpha-eucaine, 

1() barbituric acid, beta-eucaine, bromal, cannabis, carbro~~l. 

u chi oral, cac a, cocaine. codei.n.;:::, h-eroin., marihuan3• 

12 •orphineo opiu~. paraldehyde, peyote, sulphonmethaneo or any 

13 che111ical derivative of such sub~tance which, after 

l"- investigation, has been found to be and designat~d as 

15 habit-forming by regulations issued by the departmPnt un~er 

16 this chapter or by regulation5 issued pursuant to section 

11 50Z(d) of the federal act. unless its label bears the n~me 

LB and quantity or proportion of ~uch substance or derivative 

19 "" u in juxtapO'i it i :m therewith th" statement •warni ng--i'Oay 

20 be habit-for~ing•; 

21 {e) if it is a drug, unl~ss its label bears to th2 

22 exclusion of 1ny other nonpropriet3ry name (except th" 

n applicable systa~atic che•ic•l naille :H tho chel'f'i cal 

24 for.,uld): 

2"> (i) the established name (as defined in 50-31-301(1)) 

-2- 1-f r~' ._.., l~ .;.~.;,.. 7 
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of the drug, if such there be; and 

(iii in case it is fabricated frum two or ~Tore 

ingredients, the established n.•.e and quantity of each 

active ingredient, including the kind and qu3ntity or 

proportion of any alcohol and also including, whether ective 

or not, the established na•e and quantity or proportion of 

any bromides, ether, chlorofor•• acetanilid, acetphenetidin, 

amidopyrin~. antipyrine, atropin~. hyoscine, hyoscyamine, 

arsenic, digitalis, digitalis glucosideso Mercury, cuah~in, 

strophanthin, strychnine, thyroid, or any derivative or 

pre?aration of any such substances contained therein; 

provided that the requirement for stating the quantity of 

the active ingredients, oth~r than the quantity of those 

specifically named in this subsection (l)(e)(ii)o sh~ll 

apply only to prescription drugs; provided further thatt tn 

the extent that coMpliance with the requirements of this 

subsection (l)(e)(ii) is impracticable, exe~ptions shall he 

allowed under regulations promulg~ted by the depart•ent or 

under the federal act; 

(f) unless its labeling bears: 

(i) adequate directions for use; provided thato wh~re 

any requirement of this subsection (l)(f)(i)• as 'PPlied to 

any drug or device, is not necessary for the protection of 

the public health, the ~~partment shall pro~lgate 

regulations ext>mptinj such druq or device fros such 
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rc<juirem.,nts; prvvi led further that articles exerpted under 

regulations i s~urd und<!r section S02(f) e>f the feder,!l .oct 

•ay also be exempt; and 

(ii) such ~dcqu~te warnings a~ainst usP in thos<> 

»atholoqicdl condition~ or by children where its use may he 

danq«rou~ to h<:·llth, .or against unsafe dosage or •ethods or 

duration of adQinistration or application, In such •anner 

and form as are n~c~s•ary for th" protection of users; 

(g) if it purports to be a drug the na•e of which is 

recognized in an official co•pendiu•• unless it Is packaged 

and labeled as prescribed therein; provided ~hat the •ethod 

of p~ckinJ ~ay ~e modified with the consent of the 

depart•ent or if consent is obtained under the federal act. 

Oihen.,ver ,, drug is recognized in both the 'Jnl ted St.'tes 

PharSJcopo~ia ~nd the Hoeeophathic Phar•~copo~ia of the 

united St.•tes. it shall be subject to th<' require•ent of the 

United States Phar•acopoeia with respect to packaging and 

labeling unless it is labeled and offered for sale as a 

ho~copathic dru~, in which case it shall he subject to the 

provisions of the HoWieoph<Jthic Phar'llacopoeia of the United 

States ~nd not to those of the United States Phar•acopoeia; 

provided further that, in the event of inconsistency between 

the requir~m~nts of this subsection and those of subsection 

(e) as to the nd.e by which the drug or its inqredients 

:;hall,,., desi·~n.'lted, the requirements of subsection (e) 

-4-
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shall prevail. 

(h) if it has been found by the dep~rtmPnt or under 

the federal act to be a drug liable ~o deterioration. unlPSS 

it is packaged in such for• and manner anrl its label bears a 

statement of such precautions as th<' regul._~t ions i ssuf'd by 

th~ department or under the federal act require as necessary 

for the protection of public health. No such regulation 

shall be established for any drug recognized in an official 

compendium until the department shall have informed the 

appropriate body charged with th~ revic;ion of ~uch 

coapendiull of the need for such packaginJ or labeling 

requireaents and such body shall have failed within a 

reasonable ti~e to prescribe such require•ents. 

(I) if it is a drug and Its container Is so •ade• 

foraed, or filled as to be misleading; 

r j 1 

(k) 

if it is .1n i ai t.lt ion of another dru,~; 

if it is offered for sale under the naae of 

another drug; 

(l) if it is danqerous to h~alth wh~n used in the 

dosa·~e or with the fn,quency or dur3tion prescribed• 

recoamended. or sugqested in the labeling therpnf; 

(m) if tt i~, ;>ur,lorts. to bP, or is r-c".,;r·esen-t~~C" d<; a 

Jru·J co~posed ~t,ully or p,1r~ly of ~n~uli11• unles~: 

l i l it is from a batch with respect to which a 

certificate or r~l~3se has been i~sued pursuant to section 
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506 of the federal act; and 

(iiI such certificate or releas~ is in effect with 

resoect to such drug; 

(n) if it is. purports to be• or is represented as a 

drug c011posed wholly or partly of any kind of p€nicil1 in, 

streptotnyc in, chlortetracycline, chloramphenicol, 

bacitracin, any other antibiotic drug, or any derivative 

th~reof 9 unless: 

(i~ it is froa a batch with respect to which a 

certificote or release has been issued pursuant to section 

507 of the federal act; and 

(il• 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 proaulgated under section 507(c) or (d) of the 

federal act; 

(0) if it is a color ~dditive, the intended use of 

which in or on drugs is for th~ purpose of coloring only. 

unless its packaging and labeling are in conformity with 

such packaging and label i ng requ i rem·c nts app 1 i cabl<. to sue~. 

color additive prescribed under the provisions of 50-31-lOe 

or of the federal act; 

(p) in the case of any pr~scription drug distributed 

or offered for sale in this state. unless the manufacturer. 

packer, or distributor theneof includes in all 

-6- /: i .f 
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advertisements and other descriptive printed matter issued 

or c~used to be issued ~y thP 'ldnuf~ct~r~r, pdcker. or 

distributor with res;:>ect to thH drug a true state,....nt of: 

(i I the established """"'• d'> defined in ~o-31-301(1); 

(ii) the formula showing 4uantitatively each ingredient 

of such drug to the extent r<>quired for labels under section 

502(e) of the federal act; and 

(iii) such other information in bri<>f su1111ary relat:inq 

to ~ide effects, contraindications, and effectiveness a~ 

shall be required in regulations issued under the federal 

act; 

(q) if a trademark, trade name, or other identifying 

mark, imprint, or device or another or any likeness of the 

foregoin~ has been plac~d thereon or u~on its container with 

intent to defraud~~ 

fr) jn tbg case gf any prescrjptjoo drygs jf jt dges 

QQt_ jodjcate the drug•s compatibility wjtb the consym~ 

of spgcjfjed amounts of alcghoJ. 

(2) A dru~ which i> subject to 50-31-107 sh~ll be 

20 deemad to be misbranded if, at any ti11e ;:>rinr to dispensing, 

21 its label fails to Dear the st3tem~nt •caution: Federal Law 

ZZ Prohibits Dispensinq Without Pr?scription•, or •caution: 

23 Stat~ laH Prohibits Dis~ensing "ithout Prescription"• A 

24 druq to which 50-31-307 does not apply shall be deemed to hP 

25 misbranded if, at any time prior to dispensins• its L1bel 
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hf:'wrs. the c,,ut ion stat<>m~nt quoted in the pre~eding 

S• llt-J~rlC("",."" 

"50-31-308. Prescription drugs exempt from certain 

~rovisions of chapter. Any druy dispensed ~y filling or 

r·•filling d writt~n or oral prescription of ~ practitioner 

licensed by law to administer such drug shall be exeMpt fro• 

the requireaents of 50-31-306, except subsections (1)(a)• 

(l)(J)• (l)(k)o (1)(111)• (l){n), and t~e packaging 

require.ents of subsections {l)(g)~ ft"d (l){h)L and ll)!r)• 

if the drug bears a label containing the naae and address of 

the dispenser, the serial nuMber and date of the 

pr~scription or of its filling• the name of the prescriber, 

and if stated in the prescription. the naae of the patient 

JOel the directions for use ~nd cautionary S~dte~~nts. if 

anyo cantuined in such prescription. This ~x~eption shall 

not apply to any druy dispen~ed in the course of the conduct 

of a business of dispensing drugs pursuant to dia~nosis by 

~~il or to a drug disoensea in violation of S0-31-307." 

-End-
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shall prevail. 

Chl if it has been found by the depa~tmPnt o~ under 

the federal act to be a drug liable ~o deterioration. unless 

it is ~ackaged in such for~ and manner anrl its label bears a 

statement of such precautions as th~ regulations issu~d by 

th~ department or under the federal act require as necessary 

for the protection of public health. No such regulation 

shall be established for any drug recognized in an official 

compendiuM until the department shall have inforMed the 

~ppropriate body charged with the revision of such 

coapendium of the need for such packdginJ or labeling 

require•ents and such body shall have failed within a 

reasonable ti~e to prescribe such requireMents. 

(It if it Is a drug and Its container is so •ade• 

foraed, or filled as to be aisleading; 

if it is <'n i•it.ltion of another dru·~; ( j l 

lkl if it is offered for sale under the naae of 

another drug; 

(1) if it 

dosaye or with 

is danqerous to h~alth wh~n used in the 

the frequency or duration presc r ibedt 

recoamended, or suyqested in the lab~ling ther~nf; 

(m) if It is, ;;>ur•>orts to b,., or is. re.,_)resent~·-:t o~ a 

Jru·J co~pose0 ~holly o~ ~artly of ins.ul in-. unless: 

l i ) i t is from a bate h ~ith respect to which a 

certificat~ or r~le~se has been issued pursuant to section 
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506 of the federal act; and 

(ii) such certificate or releas~ is in effect with 

resoect to such drug; 

(n) if it iso purports to beo or is represented as a 

druq co.posed ~holly or partly of any kind of oenicill in, 

streptomycin, chlortetracycline, 

bacitracin, any other antibiotic drug, 

thdreof• unless: 

chloramph2nicolo 

or any derivative 

ti• it is fro• a batch with respect to which a 

certificute or release has been issued pursuant to section 

~07 of the federal act; and 

(ii~ such certificate or r~lease is in effect with 

respect to such drug; p~ovided that subsection (l)(n) shall 

not apply to any drug or class of drugs exempted by 

regulations pro~lgated under section 507{c) or (d) of the 

federal act; 

(o) if it is a color ~dditiveo the intended use of 

which in or on drugs is for th·2 purpose of coloring onl Y• 

unless its packaging and lab2ling are in conformity with 

such packaging and 1 abel i ng requ i rem"nts app l i cabl<: to sue h 

color additive prescribed undpr the provisions of 50-31-108 

or of the federal act; 

(p) in the case of uny p~cscri,.tion drug distributed 

or offered for sale in this state, unless the manufacturer, 

packer, or distributor thereof includes in all 

-6- /:-{ 
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advert. i sements .a-nd other dl~scr i ~t i vtl printed .natter issued 

or C~Used to be issued ~y th~ 1ldOUf.1Cturer9 rdcker. or 

di str i but or with res;:><>ct to l~''t drug a true stat .. ftlent of: 

(i) the established nam•'• <>'> defin<Jd in ~0-31-3!.>1(1); 

{ii) the formula showing quantitatively each ingredient 

of such drug to the extent r•,quired for labels under section 

502(e) of the federal act; and 

(iii) such other information in brief su••ary rela~inq 

to 5ide effects, contraindications, and effectiveness as 

shall be required in regulations issued under the federal 

act; 

(q) if a trademark, trade name, or other identifying 

mark, imprint, or device or another or any likeness of the 

foregoing has be~n plac~d thereon or u~on its container with 

intent to defraud~~ 

lrl jn tbe Cgse of any prescrjptjqn drug• if j~ dqes 

not_ jndjcate the druQ's compatibility ~jth the cqnsymg1ioo 

qf specjfjed amqunts of alcqhol. 

{2) A uru9 which is subject to 50-31-107 s'l<>ll IHe 

20 deemad to be misbranded ift at any time ?rior to dispensing, 

Zl its label fails to pear the st3tement ~caution: Federal Law 

22 PrGhibits Dispensing Without Pr~scription•, or •caution: 

23 State La~ Prohibits Dispensing ~ithout Prescription•. A 

24 druq to which 50-31-307 does not apply sha11 be deemed to hP 

25 misbranded ifo ~t any timP prior to dispensing, its lJbel 
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b('<JfS the Cdlut.ion stat~m~nt quoted i.n the pre(eding 

s, ntenc('." 

•50-Jl-308. Prescription drugs exempt from certain 

provisions of chapter. Any druy dispensed hy filling or 

r~fillin~ J writtt.:n or oral prescription of ~ practitioner 

licensed by law to ad~inister such drug shall be exe~pt fro• 

the require•ents of 50-31-306, except subsections (1)(a)o 

(l)(J)• (l)(k), (l){m), (l){n)o and the packaging 

require.ents of subsections (l)(g)~ ft~d {l)(h)L and fll!rl• 

if the drug bears a label containing the na•e and address of 

the dispenser, the serial nu~ber and date of the 

pruscriptioo or of its filling, the name of the prescriber, 

and if stated in the prescription, the na•e of the patient 

JOd th .. directions for use ~nd cautionary S~dtementso if 

any, cantuined in such prescription. This exemption shall 

not apply to any druy dispensed in the course of the conduct 

of a business of dispensing drugs pursuant to dia~nosis by 

~~il or to a drug disoensea in violation of 50-31-307.• 

-End-

-8-


