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INTRODUCED BY -
A BILL FOR AN ACT ENTITLED: •AN ACT TO REQUIRE THE 

IDENTIFICATION Of THE ACTUAL MANUFACTURER OF ALL DRUG 

PRJOUCTS IN ORDER TO FACILITATE THE IMPLEKENTATION OF THE 

MONTANA DRUG PRODUCT SELECTION ACT; AMENDING SECTIONS 

~0-31-301 AND 50-31-306, MCAe• 

SE IT ENACTED BY THE LEGISLATURE OF THE STATE OF MONTANA: 

Section l• Section S0-31-301• MCA, Is a.ended to read: 

•50-31-301. Definitions• ~ As used In this part, the 

~erm following defjnjtjQOS apply: 

Lll •e~ab+•'~ Eatablisbed na.e•, with respect to a 

drug or ingredient thereof, .. ans: 

(a) the applicable official na.e designated pursuant 

to section 508 of the federal act; 

(b) if there Is no such na .. and such drug or such 

ingredient is an article recognized in an official 

comp~ndiumt then the official title thereof In such 

compendium; or provided that, where subsection (l)(b) of 

this S£><::'don applies to an article recognized In the United 

States Pharmacopoeia and in the Ho.aopathic Phareacopoela 

under different official titles, the official title used in 

the United States Pharaacopoeia shall apply unless it is 
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labeled and offered for ~ale as a hoeeopathlc drug, in which 

case the official title used in the Ho.eopathlc 

Pharaacopoela shall apply; 

(c) If neither subsection (l}(a) nor (l){b) of this 

section applies, then tbe co .. on or usual na .. , if any• of 

such drug or of such Ingredient.. 

( 2) Fet'-~fte-pttt'pewe--e-f-~~"1""'~•-~-~· ..... ~~ 

AntibiOtic drug• .. ans any drug Intended for use by aan 

.containing any quantity of any cheelcal substance which Is 

produced by a eicroorganlsa and which has the capacity to 

Inhibit or destroy elcroorganlses in di 1 ut.e solution 

(including the chealcally synthesized equivalent of any such 

substance). 

131 •Maoufactyrer• weans a person wbo fixed tbe fjnal 

ingre4leots and prepared tbe fjpal drug product.• 

Section z. Section so-31-lOo, MCA. is aeended to read: 

•so-31-306. When drug or device alsbranded. (1) A drug 

or device shall be deeeed to be eisbranded: 

(a) If Its labeling is false or- eisleading in any 

particular; 

{b) i r in package fora unless it bears a label 

containing: 

(I) the n-e and place of business of the 

.anufacturero as well as the packer• or distributor; and 

(ii) an accurate stateaent of the quantity of the 
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contents in ter•s of weight• .. asureo or nu.erical count; 

provided that reasonable variation shall be pereitted and 

exe~tions as to s .. ll packages shall be alloved in 

accordance vith regulations prescribed by the departaent or 

Issued under the federal act' 

(c) if any vordo stateaento or other infor•atlon 

required by or under authority of this chapter to app@ar on 

the label or labeling is not pro•lnently placed thereon vith 

s~~h conspicuousness (as co•pared with other words, 

stat ... ntse designs. or devices In the labelingt and in such 

ter•5 as to render It likely to be read and understood by 

the ordinary individual under custoeary conditions of 

purchase and use; 

fdt if It Is for use by .an and contains any quantity 

of the narcotic or hypnotic substance alpha-eucaine• 

barbituric aclde beta-eucaine, broealo cannabis, carbro.a1, 

chloral. coca • cocaine. codeine, herolno .. rlhuana, 

.orphine, oplua, paraldehyde, peyote, sulphon.ethaneo or any 

ch .. lcal derivative of such substance which• after 

investigation, has been found to be and designated as 

habit-for•ing by regulations issued by the departaent under 

this chap~er or by regulations issued pursuant to section 

S02(d) of the federal act, unless its label bears the naae 

and quantity or proportion of such substance or derivative 

and in juxtaposition therewith the state•ent •warning--May 
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be hablt-for•lng•; 

(e) If It is a drug, unless its label b@ars to the 

@xclusion 

applicable 

for•ul at: 

(i) 

of any other nonproprietary 

systeaatlc che•ical na.. or 

name (except the 

the chemical 

the established na .. (as defined in SG-31-301(1)) 

of the drugo If such there be; and 

Cil) in case it Is fabricated fro• two or more 

ingredients. the established naee and quantity of each 

active ingrediento including the kind and quantity or 

proportion of any alcohol and also including, whether active 

or noto the established naee and quantity or proportion of 

any bro•ides, ethert chlorofor•• acetanilid, acetphenetidin• 

aeidopyrineo antipyrineo atropine, hyoscine, hyoscyamine, 

arsenic• dlgitallso digitalis glucosideso •ercuryo ouabaino 

strophanthin, strychnine, thyroido or 

preparation of any such substances 

any derivative or 

contained therein 

provided that the requireeent for stating the quantity of 

the active ingredients, other than the quantity of those 

specifically na•ed in this subsection (l)(e)(ii)• shall 

apply only to prescription drugs; provided furth@r thato to 

the extent that co•pliance with the requirements of this 

subsection (l)(e)(ii) is impracticabl@t exemptions shall b~ 

allowed under regulations promulgated by the department or 

under the federal act; 
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(f~ unle$S its labeling bears: 

(i) adequate directions for use; provided thatw where 

any requirement of this subsection (1)(f){i)o as applied to 

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

the public health. the depart.ant shall pr~ulgate 

regulations exe•pting such drug or device fr~ such 

requirements; provided further that articles exe.pted under 

regulations issued under section 50Z(f) of the federal act 

•ay also be exe•pt; and 

( i i 1 such adequate warnings against use in those 

pathological conditions or by children where its use •ay be 

dangerous to health• or against unsafe dosage or aethods or 

duration of ad•inlstratlon or application. In such •anner 

and for~ as are necessary for the protection of users; 

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

recognized in an official c~pendiu•• unless It Is packaged 

and labeled as prescribed therein; provided that the aethod 

of packing •ay be .edified with the consent of the 

department or if consent is obtained under the federal act. 

whenever a drug is recognized in both the United States 

Phdrmacopoeia and the Ho•eophathic Phar•acopoeia of the 

United \tateso it shall be subject to the require•ent of the 

United States Phar.acopoela with respect to packaging and 

labeling unless It Is labeled and offered for sale as a 

homeopathic drug. in which case it shall be subject to the 
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provisions of the Ho-ophath I c Ptlar.acopoei a of the UnIted 

States and not to those of the United States Pharaacopoeia; 

provided further that. In the event of Inconsistency between 

the requir ... nts of this subsection and those of subsection 

(e) as to the na.. by Which the drug or its Ingredients 

shall be designated• the requir ... nts of subsection (et 

shall pr-all. 

(h) if it has been found by the depart .. nt or under 

·the federal act to be a drug liable to deterioration• unless 

It Is packaged in such for• and .anner and its label bears a 

state .. nt of such precautions as the regulations issued by 

the depart.ent 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 

ca.pendiu• until the depart .. nt shall have infor .. d the 

appropriate body charged with the revision of such 

ca.pendiu• of the need for such packaging or labeling 

requir ... nts and such body shall have failed within a 

reasonable ti•e to prescribe such require .. nts. 

(I) if it Is a drug and its container Is so •adeo 

for~edo or filled as to be aisleading; 

(j) if it is an i•itation of another drug; 

(k) if It is offered for sale under the naee of 

another drug; 

(1) if it is dangerous to health vhen used in the 

-6- SB 377 
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dosage or ~ith the frequency or duration prescribed• 

reco ... ndedw or suggested in the labeling thereof; 

C•) if it is, purports to be, or is represented as a 

drug co~sed ~lly or partly of insulin. unless: 

(i) it is fro. a batch ~ith respect to ~ich a 

certificate or rel-se has been issued pl.lrsuant to section 

506 of the federal act; and 

(II) such certificate or release is in effect vith 

rwspect to such drug; 

(n) If It is• purports to be, or Is represented as a 

drug coeposed wholly or partly of any kind of penici11inw 

strepto.ycino chlortetracycline, 

bacitracin, any other antibiotic drug, 

thereofo unless: 

chloraephenicolw 

or any derivative 

(I) it is fr~ a batch vith respect to which a 

certificate or release has been Issued pursuant to section 

507 of the federal act; and 

(ii) such certificate or release is In effect with 

respect to such drug; provided that subsection (1)(n) shall 

not apply to any drug or class of drugs exeepted by 

regulations pr~1gated under section 507(c) or (d) of the 

federal ~t; 

(o) if it Is a color additive, the Intended use of 

which in or on drugs is for the purpose of coloring onlyw 

unless its packaging and labeling are in conforeity with 
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such packaging and labeling requireeents applicable to such 

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

or of the feder~l ~ct; 

(p) in the case of any prescription drug distributed 

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

packer, or distributor thereof includes in all 

advertisements and other descriptive printed eatter issued 

or caused to be issued by the •anufacturer• packer, or 

distributor ~ith respect to that drug a true stateaent of: 

(I) the established na.ew as defined in 50-31-301(11; 

(ii) the for.ula showing quantitatively each ingredient 

of such drug to the extent required for labels under section 

50Z(el of the federal act; and 

(iii) such other inforaation in brief su••ary relating 

to side effects, contraindlcationso and effectiveness as 

shall be required in regulations issued under the federal 

act; 

(ql if a tradeaark, trade naeeo or other identifying 

eark• leprint, or device or another or any likeness of the 

foregoing has been placed thereon or upon its container with 

intent to defraud• 

(2) A drug which is subject to 50-31-301 shall be 

deeRed to be eisbranded lfo at any tiee prior to dispensing, 

its label fails to bear the stateeent •caution: Federal law 

Prohibits Dispensing Without Prescription•• or •cau~ ~n: 

-8-
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1 State Law Prohibits Dispensing Without Prescription•. A 

2 drug to which 50-31-301 does not apply shall be dee.ed to be 

3 misbranded if• at any ti- prior to dispensing, Its label 

4 bears the caution state .. nt quoted in the preceding 

5 sentence.• 

-End-

SB ? .I -~ _,. ( 
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Approved by Committee 
on Public Health,Welfare 
t. Safety 

SENATE BILL NO. 377 

INTRODUCED BY PALMER, REGAN, BOYLAN 

A BILL FOR AN ACT ENTITLED: •AN ACT TO REQUIRE THE 

IDENTIFICATION OF THE ACTUAL MANUFACTURER OF ALL DRUG 

0 ROOUCTS IN ORDER TO FACILITATE THE IMPLEMENTATION OF THE 

MONTANA DRUG PRODUCT SELECTION ACT; AMENDING SECTIONS 

50-31-301 ANO 50-31-306, MCA.• 

BE IT ENACTED BY THE LEGISLATURE OF THE STATE OF MONTANA: 

Section 1. Section 5D-31-30l• MCA, is a.ended to read: 

•5o-31-301. Definitions• i+t As used in this part. the 

tere following definitions applXl 

Lll •e~~~shed Established naae•, with respect to a 

drug or ingredient thereof• aeans: 

(a) the applicable official naae designated pursuant 

to section 508 of the federal act; 

(b) if there is no such na.a and such drug or such 

ingredient Is an article recognized in an official 

coependiu•• then the official title thereof In such 

co•pendiu•; or provided thatt where subsection ClJ(bJ of 

this section applies to an article recognized in the United 

States Phar.acopoeia and in the Ho.aopathic Pharaacopoeia 

under different official titles. the official title used in 

the United States Phar•acopoeia shall apply unless it is 
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labeled and offered for sale as a ho•eopathic drug• in which 

case the official title used In the Ho.eopathic 

Phar•acopoela shall applyr 

Cc} if neither subsection (l)Ca) nor Cl)(b) of this 

section applies. then the ca.aon or usual na ... if any, of 

such drug or of such lnqredlent. 

(2) ~--t:he-,.rp- ef thh-perh the ~•r• •en~ibiot+e 

Ao.t.lill!nk druq• -ans any druq Intended for use by •an 

containing any quantity of any c~lcal substance ~hlch is 

produced by a •icroorganlsw and which has the capacity to 

Inhibit or destroy •lcroorganis•s in dilute solution 

Clncludlng the che•ically synthesized equivalent of any such 

substance). 

.Lll •aanyfac.t.urer• •ani a penon vbo Hxed tl.U£0 ~ 

final ingredients lnd P'«DA'ad tbp final drug product•• 

Section 2. Section 50-31-306, MCA, Is aaended to read: 

•s0-31-306. Nhen drug or device •isbranded. (1) A drug 

or device shall be deeaed to be •lsbranded: 

Cal if its labeling is false or •lsleading in any 

particulari 

Cbt if in package for• unless it bears a label 

cont<O!ning: 

{i) the naae and place of business of the 

•anufact.urero u_ well a, -lJl.e packer., or distributor .lf 

QlffL&fNT THAN THAT OF THE !AHUFAtTURER; and 

-2-
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(lit an accurate stat ... nt of the quantity of the 

contents in teras of weight• .easureo or nu-.rical count; 

provided that reasonable variation shall be pereltted and 

exeaptions as to saall packages shall be allowed in 

accordance with regulations prescribed by the depart .. nt or 

issued under the federal act; 

(c) if any wordw stateaentw or other lnforeation 

required by or under authority of this chapter to appear on 

the label or ldbellng Is not proalnently placed thereon with 

such conspicuousness (as coapared with other words, 

.,~at-nts. designs. or devices In the labellnq) end In such 

teras es to render it. 1 ikely to be read and understood by 

the ordinary individual under custoaary conditions of 

purchase and use; 

(d) if It Is for use by aan and contains any quantity 

of the narcotic or hypnotic substance alpha-eucaine, 

barbituric acid• beta-eucaine• broaal. cannabis• carbroaal• 

chloral, cocae cocaine, coct.ineo heroine aarihuana, 

aorphlne, oplu•• paraldehyde• peyote. sulpho~hanet or any 

cheelcal derivative of such substance which• after 

Investigation• has b-n found to be and designated as 

habit-foraing by regulations Issued by the departaent under 

this chapter or by regulations issued pursuant to section 

502(d) of the federal acto unless its label bears the naae 

and quantity or proportion of such substance or derivative 

-3- SB 371 
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and In juxt~~sltfon therewith the state~nt •warninq--May 

be hablt-foreing•; 

{e) If it. Is a 

exclusion of any other 

applicable 

for.ula): 

systeaatlc 

drug• unless Its label bears to the 

nonproprietary naae (except the 

chealcal naae or the che~ical 

(it the established naae (as defined In 50-31-301(1)) 

of the drug, If such there be; and 

{II) In case it is fabricated froa two or eore 

Ingredients, the established naae and quantity of each 

active Ingredient• including the kind and quantity or 

proportion of any alcohol and also including, whether active 

or not, the established na .. and quantity or proportion of 

any broaides, ether, chlorofore, acetanilid• acetphenetidin, 

aaldopyrlne, antipyrine• atropine• hyoscine. hyoscyamine, 

arsenic, digitalis, digitalis glucosides, ~rcuryo ouabain, 

strophanthin• strychnine, thyroid• or any derivative or 

preparation of any such substances contained ther~ 

provided that the requlre .. nt for stating the quantity of 

the active Ingredients. other than the quantity of those 

specifically naeed In this subsection {l)(e)(il)• shall 

apply only to prescription drugs; provided further that• to 

the extent that coapllance with the requireaents of this 

subsection (l)(e)(ii) is lapracticable, exeaptions shall 

allowed under regulations proeulgated by the department or 

_,._ 
S.B 377 
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under the federul act; 

(f) unless its labeling bears: 

{i) adequate directions for use; provided that, where 

any requireaent of this subsection (l)(f}(i)o as applied to 

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

.he public healtho the departaent shall pro.ulgate 

regulations exe~ting such drug or device fro• such 

requirements; provided further that articles exespted under 

regulations issued under section 502(f) of the federal act 

say also be exeept; and 

{ii) such adequate warnings against use In those 

pathological conditions or by children where its use .ay be 

dangerous to health• or against unsafe dosage or _.thods or 

duration "F administration or application, In such manner 

and form as are necessary for the protection of users; 

(g) if it purports to be a drug the naee of which Is 

recognized in an official coapendiu.o unless it is packaged 

and labeled as prescribed therein; provided that the •ethod 

of packing eay be aodifled with the consent of the 

departaent or If consent is obtained under the federal act. 

Whenever a drug is recognized in both the United States 

Pharsacopoeia and the Hoeeophathic Phar•acopoeia of the 

United States, It shall be subject to the requlreeent of the 

United States Pharmacopoeia with respect to packa~in~ and 

labeling unless it is labeled and offered for sale as a 

-5- SB 371 
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hoeeopathlc drug, In which case it shall be subject to the 

provisions of the Hoeeophathlc PharMacopoeia of the United 

States and not to those of the United States Phar•acopoela; 

prO¥ided further that, In the event of inconsist-cy between 

the requlr-nts of this 5ubsectlon and those of 5ubsection 

(e} as to the naee by which the drug or Its tngredlent5 

shall be designated. the requtre .. nts of subsection (e) 

5hall prevail. 

(h) If it has been found by the departeent or under 

the federal act to be a drug liable to deterioration, unless 

It 15 packaged In such for• and .anner and its label bears a 

state .. nt of such precautions as the regulMions lss-d by 

the departeent or under the federal act require as necessary 

for the protection of public health. No such regulation 

shalt be established for any dr~g recognized in an official 

co.pend1 ue unt 1l the depart-nt shall have I n1'or .. d the 

appropriate body charged with the revision of such 

coependlua of the need for such packaging or labeling 

requireeents and such body shall have failed within a 

reasonable tiee to prescribe such requlreeents. 

(I) if it is a drug and its container is so eadew 

for•ed, or filled as to be eisleading; 

(j) If it Is an leltatlon of a~her drug; 

(k) if it is offered for sale under the naee of 

another drug; 

-6- SB 377 



1 

2 

3 

It 

5 

6 

1 

• 
9 

10 

11 

lZ 

13 

lit 

15 

16 

11 

18 

19 

20 

Zl 

Z2 

Z3 

Zit 

zs 

SB 0371/0Z 

(1) i' it Is dangerous to health when used in the 

dosage or with the frequency or duration prescribed• 

reco .. ended. or suggested in the tabeling thereof; 

(•) If It Is• purports to beo or Is representftd as a 

druq coeposed wholly or partly of insullno unless: 

(I) it Is fro. a batch with respect to which a 

certificate or release has been issued pursuant to section 

506 of the f-*ral act:; and 

(II) such certificate or release is in effect with 

r~spect to such drug; 

(n) If It Is• pur~ts to beo or is represented as a 

drug coeposed wholly or partly of anr kind of penicillin• 

strept~ino chlortetracycline, chloraephenlcol, 

bacitracin• any other antibiotic drugo or any derivative 

thereof• unless: 

(iJ it Is fro. a batch with respect to which a 

certificate or release has been issued pursuant to section 

SOl of the federal act; and 

{II) such certificate or release is in affect with 

respect to such drug; provided that subsection (l)(n) shall 

not apply to any drug or class of druqs exe~ted by 

regulations pra.ulgated under section 507(c) or (d) of the 

federal act; 

(o) If it is a color additive, the intended use of 

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

-7- SB 377 
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unless i~s pac-eging ~ labeling are in confor•lty with 

such packaging and labeling require.ents applicable to such 

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

or of the federal act; 

(p} in the case of any prescription drug distributed 

or off~red for sale In this state• unless the manufacturer. 

packer, or distributor thereo' includes in all 

advertlse .. nts and other descriptive printed •atter issued 

or caused to be issued by the •anufacturero packero or 

distributor with respect to that drug a true state•ent of: 

(I) the estabJlshed na.e, as defined in 50-31-301(1); 

(II} the for.ula showlng quantitatively each ingredient 

of such drug to the extent required for labels under section 

SOZ{e) of the federal act; and 

(1111 such other infor .. ~ion in brief su .. ary relating 

to side effectso contraindicatlonso and effectiveness as 

shall be required in regulations Issued under the feder-• 

act; 

(q) If a ~radeaarko trade na.eo or other Identifying 

aarko i~rint, or device or another or any likeness of the 

foregoing has been placed ~hereon or upon its container with 

intent to defraud. 

(Z) A drug which' Is subject to so-31-307 shall ,. 

deemed to be •lsbranded ifo at any tiae prior to dispensing, 

Its label fails to bear the state.ent •caution: Feder~' law 

-8- SB 377 
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1 Prohibits Dispensing Without P~escription•e or •caution: 

2 State Law Prohibits Dispensing Without Presc~iption•. A 

3 drug to which 50-31-307 does not apply shall be ~ to be 

4 misbranded if• at any ti.e prio~ to dispensing, Its label 

5 bears the caution state.ent quoted iR the preceding 

6 sentence.• 

7 ~10! 3. EEFE£l1VE QAJE. THIS ACT IS EffECIIYE 

B JAHUARY lo ~ 

-End-

-9- SB 377 
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SENATE Bill NO. 377 

INTRODUCED BY PALMERt REGAN, BOYLAN 

A BILL FOR AN ACT ENTITLED: •AN ACT TO REQUIRE THE 

IDENTIFICATION OF THE ACTUAL MANUFACTURER OF All DRUG 

PRODUCTS IN ORDER TO FACILITATE THE IMPLEMENTATION OF THE 

MONTANA DRUG PRODUCT SELECTION ACT; AMENDING SECTIONS 

50-31-301 AND 50-31-306, MCAi AND PR~lQlNG AN EFEEtiiVE 

llAif·• 

BE IT ENACTED BY THE LEGISLATURE OF THE STATE Of MONTANA: 

Section 1. Section S0-31-301, MCA, is a-ended to read: 

•so-31-301. Definitions• t~t As used in this part• the 

ter• fgl~ng_defjojtjons agp)v: 

Lll •estab•~shed Established na.a•, ~lth respect to a 

dru~ or ingredient thereof, eeans: 

Cal the applicable official naae designated pursuant 

to section 508 of the federal act; 

(bl if there is no such naae and such drug or such 

in~redient is an article recognized in an official 

COOipend i UOh then the official title thereof in such 

coapendiua; or provided that, where subsection (1)(b) of 

this section applies to an article recognized In the United 

States Pharmacopoeia and in the Ho•eopathic Phar•acopoeia 

under different official titles, the official title used in 
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the United States Pharaacopoeia shall apply unless it is 

labeled and offered for sale as a ho .. opathic drug, in which 

case the official title used in the Hoaeopathic 

Pharaacopoeia shall apply; 

(c) if neither subsection (1){a) nor {1)(b) of this 

section applies, then the coa.on or usual na.a. if any, of 

such drug or of auch in9redien~. 

{2) For-~he-p~rpose-o•-~n+s-p~-~he-~era ·eft~~b+o~~e 

anti~ drug• aeans any drug Intended for uae by aan 

con~aining any quantity of any Cheaical substance which Is 

produced by a •lcroorganls• and ~hich ha$ the capacity to 

inhibit or destroy alcroorganls•s In dilute aolutlon 

(including the cheaically synthealzed equivalent of any such 

substance). 

.L.U.-!IImiLfK.t.ULU!!..auns a penon vbg fiaal !U&al ~ 

fln4l_iDgredjeqts and prepared tb& final drug product•• 

Section z. Section 50-31-306• "CAt is a.ended to read: 

•50-31-306. When drug or device aisbranded. (1) A drug 

or device shall be deeaed to be eisbranded: 

Cal if its labeling is false or eisleading in any 

particular; 

(b) if in package fora unless it bears a label 

containing: 

( i} the naae and place of business of the 

aanufacturere ~~ll__~_tbe packer• or dis~ributor lf 
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lllf.fE!EljT THAN lH61 Qf TtiE MA,.,FAC.IUBEB; and 

(II) an accurate stat ... nt of the quantity of the 

contents in ter•s of weight• •easureo or nu~erical count; 

provided that reasonable variation shall be per•itted and 

exe.-ptions as to s-11 packages shall be dllo-d in 

accordance with regulations prescribed by the depart .. nt or 

issued under the federal act; 

(c) if any -d• state-nto or other lnfor-tion 

required by or under authority of this chapter to appear on 

the l~bel or labeling is not pro.lnently placed thereon with 

such conspicuousness cas ca.pered with other wordso 

stat-flth designs. or devices In the labeling) and In such 

tar-s as to render it likely to be read and understood by 

the ordinary Individual under ~usto.ary conditions of 

purchase and use; 

Cd) if it Is for use by .an and contains any quantity 

of the narcotic or hypnotic substance alpha-eucaine. 

barbituric acido beta-eucaineo broeal, cannabis, carbro•alo 

chloral, cocao coc:aineo codeine, heroino -rlhuana, 

eorphlneo opiu•• paraldehyde. peyote, sulPhoneethaneo or any 

cheeical derivative of such substance whlcho after 

investigation• has been found to be and designated as 

hablt-foreing by regulations issued by the department under 

this chapter or by regulations issued pursuant to section 

50ZCd) of the federal acto unless its label bears the na.e 

-3- SB 311 
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and quantity or proportion of such substance or derivative 

and In juxtaposition therewith the state.ent •warning--May 

be habit-foreing•; 

(e) if it is a drugo unless its label bears to the 

exclusion of any other nonproprietary na~e (except the 

applicable systematic che•ical name or the chemical 

forMula): 

Ci) the established na.a (as defined in ~0-11-301(1)1 

of the drug, if such there be; and 

(ii) in case it is fabricated from two or more 

ingredlent5, the e5tabllshed naae and quantity of each 

active ingredient• including the kind and quantity or 

proportion of any alcohol and also including. whether active 

or not• the established naee and quantity or proportion of 

any broeideso ether• chloroforeo acetanilid• acetphenetidin, 

a•idopyrineo antipyrine, atropineo hyoscine. hyoscyamine, 

arsenic• dlgitallso digitalis glucosides. mercury. ouabain• 

strophanthin, strychnine, thyroido or any derivative or 

preparation of any such substances contained therein; 

provided that the require .. nt for stating the quantity of 

the active ingredients, other than the quantity of those 

specifically naeed in this subsection (l)(e)(ii)o shall 

apply only to prescription drugs: provided further thato to 

the extent that co•pliance with the requireaents of this 

subsection (l)(e)(iil is impracticable, exeaptions shall be 

-It- ss 377 
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allowed under re~ulations pro.ulgated by the depart.ent or 

under the federal act; 

(f) unless Its labeling bears: 

Iii adeguate directions for use; provided that. where 

any requirement of this subsection (1){f){it• as applied to 

any drug or deviceo is not necessary for the protection of 

the public healtho the depart•ent s.hall proeulgate 

regulations exeepting such drug or device frOM such 

require.ents; provided further that articles exeapted under 

regulations issued under section 502(f) of the federal act 

May also be exeapt; and 

(ill such adequate warnings against use In those 

pathological conditions or by children where Its use eay be 

dangerous to health• or against unsafe dosage or •ethods or 

duration of ad•inistratlon or application. in such eanner 

and form as are necessary for the protection of users; 

{gl if it purports to be a drug the naee of Mhich is 

recognized in an official ca.pendiu•• untess it is packaged 

and labeled as prescribed therein; provided that the eethod 

of packing eay be eodified with the consent of the 

department or if consent is obtained under the federal act. 

Whenever a drug is recognized in both the United States 

Phareacopoeia and the Hoeeophathlc Phar.acopoela of the 

United Stateso it shall be subject to the requireeent of the 

United States Phareacopoeia with respect to packaging and 

-5- 511 371 
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labeling unless it is labeled and offered for sale as a 

homeopathic drug. in Mhich case it shall be subject to the 

provisions of the Hoeeophathic Phareacopoeia of the United 

States and not to those of the United States Phar.acopoeia; 

provided further thato ln the event of Inconsistency between 

the requireMents of this subsection and those of subsection 

(el as to the na.e by which the drug or its ingredients 

shall be designated• the requlre.ents of subsection (et 

shall prevail. 

(h) if It has been found by the depart•ent or under 

the federal act to be a drug liable to deterioration• unless 

it Is packaged In such for• and eanner and Its label bears a 

stat ... nt of such precautions as the regulations Issued by 

the depart .. nt 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 

co.pendiue until the depart-nt shaH have infor-d the 

appropriate body charged with the revision 

co•pendlu• of the need for such packaging 

require .. nts and such body shall have failed 

reasonable tiae to prescribe such require•ents • 

of such 

or labeling 

Mlthin a 

(i) if it is a drug and Its container Is so eadeo 

for••d• or filled as to be elsleadlng; 

IJI if it is an ieitation of another drug; 

(kt if It is offered for sale under the na11e of 

-6- SB 3ll 
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another drug; 

(1} if it is dangerous to health ~hen used in the 

dosage or ~ith the frequency or duration prescribed, 

recoe.endedo or sugqested In the labeling thereof; 

(e) if it iso purports to be, or is represented as a 

druq ca.posed wholly or partly of insulin, unless: 

(i) it is froe a batch with respect to which a 

certificate or release has been issued pursuant to section 

50~ of the federal act; and 

(II) such certificate or release is in eff.ct with 

respec~ to such drug; 

Cn~ if it is, purports to bet or Is represented as a 

drug ca.posed wholly or partly of anr kind of penicillin, 

streptoaycino chlortetracrcl~nee ch1ora~henlco1o 

bacitracin• .ny other antibiotic druqo or any derivative 

thereof, unless: 

(i) it is fro• a batch ~ith respect to which a 

certificate or release has been issued pursuant to section 

507 of the federal act; and 

(iiJ such certificate or release is in effect with 

respect to such druqi provided that subsection (l)(n) shall 

not apply to anr drug or class of drugs exe!llpted by 

regulations pro.ulgated under section 507(c) or (d) of the 

federal acti 

(o) if it is a color additive, the intended use of 

-1- SB 317 
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which in or on drugs is for the purpose of coloring only. 

unless Its packaging and labeling are in conforeity with 

such packaging and labeling requireeents applicable to such 

color additive prescribed under the provisions of S0-31-108 

or of the federal act; 

(p) in the case of any prescription drug distributed 

or offered for sale in this stateo unless the Manufacturer• 

packer, or distributor thereof includes in all 

advertiseeents and other descriptive printed eatter issued 

or caused to be issued by the •anufacturero packer, or 

distributor with respect to that drug a true stateeent of: 

(I) the established na.e, as defined in 5D-31-30l(lJ; 

(il) the foreula showing quantitatively each ingredient 

of such drug to the eKtent required for labels under section 

502fe) of the federal act; and 

(iii) such other inforaatlon in brief summary relating 

to side effects, contraindications. and effectiveness as 

shall be required in regulations issued under the federal 

act; 

(q) if a trad .. arkt trade na.eo or other identifying 

earkt i.printo or device or another or any likeness of the 

foregoing has been placed thereon or upon its container with 

intent to defraud. 

(2) A drug which is subject to S0-31-307 shall be 

deened to be Misbranded ifo at any time prior to dispensing• 

-8- SB 317 
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1 its label fails to bear the stata.ent •taution: Federal Law 

2 

3 

Prohibits Oispensin9 

State Law Prohibits 

Without Prescription•, or •caution: 

Oispensin9 Without Prescription•. A 

4 drug to which 50-31-307 does not apply shall be de .. ed to be 

5 misbranded ifo at any ti•e prior to dispensin9• its label 

6 bears the caution state.ant quoted in the preceding 

7 sentence.• 

B iELllQH-ls_ EEEECII~QATE 8 THIS -Atl__li_ fFFECilVE 

9 JMWARLh~s 

-End-
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SENATE ~ILL NOo 317 

INTRODUCED gy PALMERo REGANo BOYLAN 

A Bill FOR AN ACT ENTITLED: "AN ACT TO REQUIRE THE 

IDENTIFICATION OF THE ACTUAL MANUFACTURER OF All DRUG 

PRODUCTS IN ORDER TO FACILITATE THE IMPLEMENTATION OF THE 

MONTANA DRUG PRODUCT SELECTION ACT; AMENDING SECTIONS 

50-31-301 AND 50-31-306, MCA~--4~--eft~lUl~~--A~--lffl~ll~ 

DAlf·" 

oE IT ENACTED BY THE LEGISLATURE OF THE STATE OF MONTANA: 

Section 1. Section 50-31-301• HCA, is amended to read: 

"50-31-301. Definitions• ttt As used in this part, the 

t .,,... f Ql!Qltiug-tlefi oilU!D.li _ilQSllX..:. 

Lll ""'~tee~~~~.,d ~~4bli~ed na~e"• with respect to a 

druq or ingredient thereof, .eans: 

(a) the applicable official name designated pursuant 

to section 508 of the federal act; 

(b) if there is no 

ingredient is an article 

such name and such druq or such 

recoqnized i'1 ~n offici a 1 

compendium,. then the official title thereof in such 

compendium; or provided thato where subsection (l)(b) of 

t~is section applies to an article recognized in the Uno ted 

States Ph~rmacopoeia and in the Homeopathic Pharmacopoeia 

under different official titles. the official title used in 
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the Unot~d States Phar~acopoeia shall apply unless it is 

labeled and offered for sal~ as a nomeopathic drugo in which 

Cd5-P the offoctll totle used in the Homeopathic 

Pharmacopoeia shall apply; 

(C) of neither subsection (lila) nor (ll(b) of this 

sPctton applies, then the co•mon or usual na•e• if any, of 

such drug or of such inqredient. 

(2) Fer-~".,-p~rpe~O!-ef-t~~~-perty-~~ .. -ter• •eftt•b~et~e 

&n~~lQ~ drug• means any drug intended for use by man 

containing any quantoty of any chemical substance which is 

produced by a aicroorqanism and which has the capacity to 

inhibit or destroy microorqanisms in dilute solution 

(includinq the chemically synthesized equivalent of any such 

substance]• 

Lll--!~ilnuf~~tuce~_meao~-~~n_~bQ t±tcd al~~ ~ 

fio~l-lo~cealeo~~-doa_~cecucea_tbe_Il~l-aLU~LilO~" 

St:!'ct ion 2. 

"S0-31-301>. 

>ection 50-31-306, ~CA, is amended to read: 

~hen drug or device ~isbranded. (1) A druq 

or device shall bP deemed to he Misbranded: 

(a) if its labelin~ is false or misleadinq in any 

part•cular; 

I b) it in packaae form unless it bears a label 

contain-in(): 

f i) the name and p 1 <>Ce of business of the 

manufacturer, ~2=wcil=~2==the packerT1 or ~istributor iE 

-l- SB 317 
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affffHEMf==fijtH==l~Af==Hf==IHE==MA~~!~l~Rf!~--E!tffl_Itl&l-A 

fatitBlfiiC~--aftUG __ HUil __ CD~IAlN _ _!tlf__~!~E--A~D--fL!tf __ Qf 

aU1l~f11 __ Qf __ ltlE__~~Uf!CIURf8 __ !1__MfLL __ !i__ltlf_f!C~f&_DB 

IUUIUliUIW!; and 

(ii) an accurate st~tement of the quantity of the 

contents in terms of weight. measure, or nu•erical count; 

~rovided that reasonable variation shall be permitted and 

exemptions as to s•all packages shall be allowed in 

accordance with regulations prescr i he·j by the depart-nt 

issued under the federal act; 

or 

(c) if any wordo state~ntt or other infor•ation 

required by or under authority of this chapter to appear on 

the label or labeling is not prominently placed thereon with 

such conspicuousness {as co•pared with other wordso 

state•entso designs. or devices in the labeling) and in such 

terms as to render it likely to be read and understood by 

the ordinary individual under custo•ary conditions of 

purchase and use; 

(d) 

of the 

if it is for use by •an and contains any quantity 

narcotic or hypnotic substance alpha-eucaine. 

barbituric acid• beta-eucaine. bro~~l. cannabi~• carbro~~l. 

chloral, coca. cocaine. codeine, heroino marihuana. 

morpnin~. opium. paraldehyde, peyote, sulphon•ethane, or any 

che~ical derivative of such substance w-h,ch• ;ofter 

investoqationo has been founrl to be and designated as 

-3- SP. 377 
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habit-forming by regulations issued by the department under 

this chapter or by regulations is~ued pursuant to section 

502{d) of the federal acto unless its label bears the name 

and Quantity or proportion of such substance or derivative 

and in juxtaposition therewith the statement "Warning--~ay 

be habit-for•ing•; 

{e) if it is a drug. unless its label bears to the 

exclusion of 

aoplicable 

formula): 

any other 

systeMatic 

nonproprietary 

che11ical name 

name 

or 

(except the 

the chemical 

(i) the established na.e (as defined in 50-31-301(1)) 

of the drug. if such there be; and 

( ii ) i., case it is fabricated from two or more 

ingredients. the established na- and quantity of each 

active ingredient. including the kind and quantity or 

proportion of any alcohol and also including, whether active 

or not, the established name and quantity or proportion of 

any bromides, ethero chlorofor•• acetanilid. acetphenetidin, 

allidopyrineo antipyrine. atropine, hyoscine• hyoscyamine, 

arsenic, digitalis, digitalis glucosideso mercury, ouabain, 

strophanthin, 

vreparation of 

provided that 

strychnine• thyroid, or any deriv~tive or 

any 

the 

such substances contained therein; 

requirement for stating the quantity of 

the active inoredients 9 other thdn the quantity of th0se 

specifically named in this subsection {l)(e){ii)• shall 

-t,- SB 317 



2 

4 

5 

6 

7 

q 

10 

11 

12 

l3 

14 

15 

lb 

17 

l.~ 

1Q 

20 

d 

a 

23 

24 

~5 

SB 0317/0'< 

apply only to prescription drugs; provided further that. to 

the extent that compliance with the requirements of this 

subsection {l) {e) ( i i) is impracticable, exemptions shall be 

alluwPd under regulations promulgated by the department or 

under the federal act; 

(fl unless its labeling bears: 

(i) adequate directions for use; provided that. where 

any requirement of this subsection (l)(f)(i)t as applied to 

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

the public health• the department shall promulgate 

regulations exempting such drug or device from such 

r~quirements.i provided further that articles exempted under 

regulations issued under section S02(f) of the 

may also be exempt; and 

federal act 

( i i) such adequate warnings against use in those 

patholoGical conditions or by children where its use may be 

d~nqerous to health. or against unsafe dosage or methods or 

duration of administration or application. .i-n such •anner 

and for~ as are necessary for the protection of users; 

(g) if it purports to be a drug the name of whtch is 

recognized in an official compendium. unless it is packaged 

and labeled as prescribed therein; provided that the method 

of packing may be modified with the consent of the 

department or if consent is obtained under the federal act. 

Whenever a drug is recognized in both the United States 

-5- SB 377 
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Pharmacopoeia and the Homeophathic Pharmacopoeia of the 

United States. it shall be subject to the requirement of the 

Unoted StatPS Pharmacopoeia with respect to packaging and 

labPlinq unle~s it is labeled and offered for sale as a 

ho•eopathic drug. in which case it shall be subject to the 

provis•on-s of the Homeophathic Pharmacopoeia of the United 

State~ and not to those of the United States Pharmacopoeia; 

provided further that. in the event of tnconsistency between 

the requirements of this subsection and those of subsection 

(e) as to the name by wh1Ch the druQ or its ingredients 

shall he designated. the require•ents of subsection (e) 

shall J>rcvail. 

Cnl if it ha~ been found by the depart~nt or under 

the federal act to be a drug 1 iable to deterioration. unless 

it is J>ackaqed in such for~ and manner and its label bears a 

st.Jtement of ~uch precautions as the reoulations is~ued by 

the department or under the federal act require as necessary 

for the protection of public health. No such regulation 

shall be established for any druq recoonized in an official 

compendiu• until thP department shall have informed the 

approl)riatc body charged with the revision of such 

compendium of th~ need for such packaging or laoel ing 

requirements and such body shall have failed within a 

rec>~vnahle time to pr<'scribe such requirements. 

( i) if it is a dru~ and its c.ontaine,. i~ so marle., 

-b- S'l 317 
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formedo or filled as to be •isleading; 

(j~ if it is an i•itation of another drug; 

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

another drug; 

(1} if it is dangerous to health when used in the 

dosage or with the frequency or duration prescribedo 

reco~~endedo or sugqested in the labeling thereof; 

{~) if it iso purports to beo or is represented 

drug composed wholly or partly of insulin. unless: 

as a 

I iJ it is fra. a batch with respect to which a 

certificate or release has been issued pursuant to section 

506 of the federal act; and 

(ii) such certificate or release i 5 in effect with 

respect to such drug; 

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

druq composed wholly or partly of any kind of penicillin. 

strepto•yc i no chlortetracycline. chlora•phenicolo 

~acitracino any other antibiotic drugo or any derivative 

thereof. unless: 

(i) it is from a batch with respect to which a 

certifica~e or release has been i~suert pursuant to section 

">07 of the federal act; and 

(ii) such certificate or release is in effect with 

respect to such druq; provided that subsection (l)(n) shall 

not apply to ~ny druo or class of drugs exempted by 

-7- S.B 377 
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regulations promulgated under section 507(c) or (d) of the 

federal act; 

(0) if it is a color additiveo the intended use of 

which in or on drugs is for the purpose of coloring onlyo 

unless its packaging and labeling are in confor•ity with 

such packaging and labeling requirements applicable to such 

color additive p~escribed under the provisions of 50-31-108 

or of the federal act; 

IP} in the case of any prescription d~uq distributed 

o~ offered for sale in this state. unless the manufacturer. 

packer• or distributor thereof includes in all 

advertisements and other descriptive printed matter issued 

or caused to be issued by the manufacturer. packer. or 

distributor with respect to that drug a true statement of: 

(i) the established nameo as defined in 50-31-301(1); 

(ii) the formula showing quantitatively each ingredient 

of such drug to the extent required for labels under section 

">Ol(e) of the federal act; and 

!iii) such other information in brief su••ary relating 

tn side effects. contraindicationso and effectiveness as 

shall be required in regulations issued under the federal 

act; 

lql if a trade•arko trade name. or other identifying 

mar~. imprint. or device or another or any likeness of the 

fore•JOinq has been placed thereon or upon its container with 
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intent to defraud. 

2 (2) A drug which is subject to 50-31-307 shall be 

3 deemed to be misbranded ifo at any time prior to dispensing, 

4 its label fails to bear the state•ent ~caution: Federal Law 

5 Prohibits Dispensing Without Prescription•, or •caution: 

b State Law Prohibits Dispensing Without Prescription•. A 

7 drug to which 50-31-307 does not apply shall be deemed to be 

8 misbranded if, at any time prior to dispensing, its label 

9 bears the caution statement quoted in the preceding 

10 sentence." 

ll .S.fC..llll!L.h __ Hf.llllY..L_1UIL_ IHI S _llL_lL_ffH.C.ll!tf 

12 J.!t:ru.AB.LJ..L.l.nll.a 

-End-
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HOUSE OF REPRESENTATIVES 
Murch 14, 1979 

CommitLNJ of the• Whole Amendmont to Senate Bill No. 377, third 
reading copy, as follows: 

1. Page 2, line 25. 
Following: "manufacturer" 
Strike: "as well as the" 
Following: 0 packer7" 
Insert: "," 
Following: "distributor" 
Strike: "IF" 

2. Page 3, line 1. 
Strike: "DIFFERENT THAN THAT OF THE MANUFACTURER" 
Insert: ", except that a prescr1pt1on drug must contain the 

name and place of business of the manufacturer as well as 
the packer or distributor" 

AND AS AMENDED, 
BE CONCURRED IN 


