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1 ~ BILL NO• :1L5 
IJJll;L_N~~----2 INTRODUCFD BY 

3 

4 A 9ILL FOR AN ACT ENTITLED: "AN ACT TO REQUIRE A CODE 

5 IMPRINT ON CERTAIN DRUGS AS A MEANS OF IDENTIFICATION; 

6 PROVIDING FOR ACMINISTRATION BY THE BOARD OF PHARMACISTS; 

7 AMENDING SECTIONS 50-31-301 AND 50-31-506, MCA; PROVIDING A 

8 DELAYEC EFFECTIVE DATE.• 

9 

10 BE IT ENACTED BY THE LEGISLATU~E OF THE STATE OF MONTANA: 

11 Section 1. Section 50-31-301• ~CAt is amended to read: 

12 •s0-31-301. Definitions. As used in this party the 

13 following definitions apply: 

14 ~1) •Established name"• with respect to d drug or 

15 ingredient thereoft means: 

16 (a) the applicable official name designated pursuant 

11 to szction 508 of the federal act; 

18 (b) if there is no such name and such drug or such 

19 ingredient is an article recognized in an official 

20 compendium• then the official title thereof in such 

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

22 this section applies to an article recognized in the United 

23 States Pharmacopoeia and in the Homeopathic Pharmacopoeia 

24 und8r different official titles, the official title used in 

25 the United States Pharmacopoeia shall dpply unless it is 
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labeled and offered for sale as a homeopathic drug, in which 

case the official title used in the Homeopathic 

Pharmacopoeia shall apply; 

(c) if neither subsection (l)(aJ nor (1)(o) of this 

section applies, then the common or usual name, If any, of 

such drug or of such ingredient. 

(2) "Antibiotic drug• means any drug intended for use 

by man containing any quantity of any chemical substance 

which is produced by a microorganism and which has the 

capacity to inhibit or destroy microorganisms in dilute 

solution (including the chemically synthesized equivalent of 

any such substance). 

(3) •Manufacturer• means a person who mixed the final 

ingredients and prepared the final drug product. 
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LeQUlCAd to b&AL--ib&- statemeo~ •Cautjgn: feQecal__la~ 

lii.Eii.J.EQ:IO.ti.o. Section z. Code imprint required on 

legend drugs. No legend drug in solid dosage form may be 

manufactured or distributed in this state unless it is 

clearly marked or imprinted with a code imprint identifying 

the drug and the manufacturer or distributor of the drug. 

HEW_SECIION. Section 3. Exemptions from code imprint 

requirement. The board of pharmacists may grant exemptions 

from the require~nts of [sections 2 and 4] upon a showing 

by a drug manufacturer or distributor that size, physical 

characteristics• or other compellin9 reasons render 

application of a code imprint on a legend drug subject tc 

the provisions of [section 2] Impractical or impossible. Any 

exemption granted •ust be included in the list required by 

[section 4] and must describe the physical characteristics 

and type of drug covered by the exem~tion. 

tif»-SEtllOH. Section 4. List of code lmprJnts to be 

provided., Upon ·.rQQUest of the board of pharmacists, all 

manuf•cturers and·distri~tO¥s of legend drugs in solid 

dosage form who produce or distribute legend drugs In 

23 ~ontana must provide and keep current a list of those drugs, 

24 which list identifies the manufacturer and the specific type 

25 of each drug by code imprint. 
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Section 5. Section 50-31-506, ~CA 7 is a~ended to read: 

•so-31-506· Penalties. (1) Any person who violates any 

of the provisions of 50-31-204• ~~o_Z-Q~~ su-31-501, 

50-31-502, or 50-31-208 sh8~~-be i~ guilty of a misdem~anor 

and shall on conviction thereof be subject to imprisonment 

tor not more than 3 months• a fine of not more than S250• or 

both such imprisonment and fine. 

(2) If the violation is comMitted after a conviction 

of such pe~son under this section has become final, such 

person shall be subject to imprisonment for not more than 6 

months• a fine of not more than ssoo, or both such 

imprison~ent and fine•" 

Section 6· Codification instruction. Sections 2 

through 4_ are intended to be codified .as an integral part of 

Title so, chapter 31, part 3,_ and the provisions of TitlE 

50, chapter 31, parts 3 and s, apply to sections 2 through 

.... 
Section 1. Effective 

4anuary 1, 1983. 

date. This act is eff~ctive 

-End-
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Approved by Committee 
on Public Health, 

~afety and Welfare 

SENATE RILL NO. 365 

INTRODUCED BY HAZELBAK"R' ~ORMAN 

A BILL FOR AN ACT ENTITLED! "AN ACT TO <E~UIRE A CODE 

IMPRINT 0~ CERTAIN DRUGS AS A MEANS OF lDENTlFICATION; 

PRJVIDING F~R ADMINISTRATION BY THE BOARD OF PHAR~AC!STS; 

AMENDING SECTIONS 50-31-301 AND 50-31-506, ~CA; PROW!~l~G ~ 

DElAYED EFFECTIVC DATE.• 

5E IT fNACT~O BY THE LEGISLATURE OF THE STAT~ Of MONTANA: 

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

"50-31-301. Definitions. As used Jn this partt thP 

fo11owin1 dafinition~ dpplv: 

( 11 "Cstabl ished name",. with respect to a dr-ug or 

in~rPdient thereof,. me3ns: 

(~} ~he applicdble officidl name desiynJted pur-sudnt 

to section ~08 of the federal act; 

(~) if therQ is no such name dnd sucn d~ug or ~uch 

ingredient as an article recognized >n an official 

compendi urn, then the official title thereof an such 

compendium; or provided that., where subsection. (l)(t}) of 

this section dpplies to an article recognized in the United 

Stotes Pharmacopoeia end-~~--~ft~--Hem@opa~nte--Ph~~Meee~~~t~ 

under different official titles,. the official title used in 

th2 United States Pharmacopoeid sh~ll apply Hn+~~~--tt--t~ 
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}dbe+~-d"~-~~~~r~fi-+e¥-~ale-a5-&-h~meopath~e-d~~g.-Tft-whi~h 

e&5e---~h~--~~~*~~---~~~~e---~ee---~"---~~--He~eepa~~e 

Ph~rm~~ep&@*~~Rrl+t-epp+y; 

(c) if n~ither subsection (l}{a) nor (l)(b) of this 

section applies. then the common or usual n.:Fae, if dny,. of 

such drug or of such ingredient. 

(2} "Antibiotic drug" means dny drug int~nded for USP 

by man containing <"lny quantity of any chemical substance 

which is produced by a microorganism and which has the 

capacity to inhihit or destroy microorganJsms in dilute 

solution (including the chemically synthesized equivalent of 

any such substance). 

(3) "Manufacturer• means a person who miKed the final 

inyredients and prepared the final drug produc.t. 

~l--~~2Q~--l~e~l~!~~~ns_~~--~~~i§~_Qf __ !£!!££1 __ ~r 

~~~~~~~-2SSig~~Q_~_!~g-~2~~fa~!~£ __ Q~ __ Qlstr!2Y!2L __ l2_~ 

~Q~~itl~Q~~-~2[~~-or_!O-D99~~lli9M~_i2-1b~-~QQfaci~£L 

~Q~1£ibU1Q!-Q!-1~~rY91_or b21b~ 

i~--~QiSt£i~ytor" __ me~~--2_Q~rson~ho di~!LiQ~te~ for 

~~2ig_~_Q[~~~~!id __ Q2~~--for~--~nder _hi~-~~!~bel 

~hether_QL_UQ!_bg_i~_!bg_~Quf~~tur~r of_!he_Q£~~ 

l~l--~Q!i~__2~~~g __ !Qrm"-~~ll~-£2~~le§ __ QL_!~~lets 

i n_!_!:;:!}~1-f.Q!_Q.!.~l-~~..!. 

111--~~gggn2-~~~-~~~~~-Q[~g__defi~~--2Y__se£tio~ 

203jQl __ ~L--S~£_-f2de~l-_fE2Q~ _ _Q[~g--~~-~~etif_Ac!~~ 
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~nde2_on_~~nU£LX __ !~ __ l9~~-unde[ __ ~hi£n_-l!~ __ !2Q~! __ l~ 

~~l~1--!~_Q~2!_-~~!at~~~--"C~~l~~--feg~£21--l~ 

Q~lbl1~9l~nsi~_wi!~_Q~~igtiQn•"• 

NtW_SE~TID~~ Section 2. Code imp~int required on 

leqend drugs. N.o legend drug in solid dosa]e for-m m.:Jy lle 

manufactured o..- distrtouted in this state unless it 1s 

cledrly mnrked or imorinted ~ith d code imprint identifying 

the drug ilnd the 111:3nuf-::~cture..- or distributor at the ·lruq. 

NE!L;!EC!l~1.!:!..!. Section 3. ExemptiQns fr-om code imprint 

requirement. The board of phdrmacists may <jf"int exemptions 

from th~ rtquirements. of (sections 2 and 4] up:m d showing 

by a Grug manufacturer or distributor that Silet ahysicdl 

ch3r~ctertstics~ or other compell tng red sons render 

applicdtion of d code imprint on a legend drug suoject to 

the provisions of [section 2] impractical or Lnpossibl~. Any 

exemption !Jranted must. be included in the li':>t requif'ed by 

[section 4] and must describe the physical characteristics 

and typP- of drug cover~d by the ex,_ mpt ion. 

~~~!1~~~ Section 4. list of code imprints to Oe 

provided. Upon request of the board of phdrmaci:.ts,. all 

manufacturers ,Jnd distributors of legend drugs 1n solid 

dosage for~ who produce or distribute legend drugs in 

Z3 Montana must provide and keep current a list of those drugs• 

Zit which list identifies the manufdcturer and the specific typP 

25 of pach drug by code imprint. 
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Section 5• Section 50-31-506• MCA. is amended to read~ 

nso-31-506. Penalties• ( lJ Any person who violat~s any 

of the p~ovi5ions of 50-31-204~ l!g~SlQn_£_Qr_1j~ 50-31-501~ 

5Q-31-502• or 50-3l-.l08 ~ft.e-+~-~~ ..!~ .:,;ui 1ty of a misdemA-ano..-

and sh.:t 11 on conviction thereof be subject to imprisonment 

for not iRon:~ than 3 months,. a fine of not more than $2Sq, or 

both such i.tnpri sonment and fine. 

Ill If the violation is commttted after d conviction 

of such person under this s~ction hds become final. such 

person shall be subject to imprisonment for not more than 6 

monthsf a fine of not mora than $500w or both sue~ 

imprisonment and finc.M 

Sec~ion b. Codification instruct ion. Sections 2 

through 4 are intended to be codifjed as an integral p3rt of 

Title ~09 chapter 31• part 3t and the provisions of Titlt 

50• chapter 31• parts 3 'lnd s. aop t y to sect ions 2 through 

4. 

Section 1. Effective date. This 3Ct i"' ~ffcctiv 

January l• 19d3• 

-End-
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SENATE BILL NO. 365 

INTRODUCED BY HAZELBAKER, NORMAN 

A BILL FOR AN ACT ENTITLED: "AN ACT TO ~EQUIRE A CODE 

IMPRINT 0~ CERTAIN DRUGS AS A MEANS OF IDENTIFICATION; 

PPQVIDJNG FOR ADMINISTRATION BY THE BOARD OF PHAR'~AC!STS; 

AMENDING SECTIONS 50-31-301 AND 50-31-506, ~CA; PROV IuiNG A 

JEL•YEO EFFECTIV< DATE.• 

SE IT ENACTED BY THE LEGISLATURE OF THE STATt GF MONTANA: 

Section 1. Section 50-31-301~ MCA• is amended to read: 

"50-31-301. Definitions. As us.ed in this part. the 

f0llowin'.:J definitions apvly: 

(1) "i:stablished name",. with respect to a drug or 

ingredient thereof. means: 

(a) ~he applicable official name desiyn~ted pursuant 

to s~ction 508 of the federal act; 

{~) if therr~ is no such name and suc.h d..-ug or such 

ingred•ent is an article recognized in an offici.:ll 

compendium, then the official title thereof in sucn 

co~npendium; or provided that, .,her-e subsection (l}(D) of 

this section dpplies to an a~ticle recognized in the United 

St~; tes Pharmacopo~ i a erul--t..,---the-Hem~ep~i:fo!fe!--Ph-t.~-rmeeep-e~+" 

under different official titles9 the official title use-d in 

the United States Pharmacopoeia shdll apply ~~t~~~--it--i5 
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~~~~ee-eftd-~te~ed-+o~-~e~~-~-e-flemeo~~~h+e-e~~g~-+~wh+eh 

e~e---~~---e+~*~fd~---~f~~e---~ed---+ft---1:"~--Hemee~e~ft+e 

Phe~mBeep~~d-~"e+t-app~y; 

(c) if n.;:-ither subsection (l)Cat nor (l)(b) of this 

sect. ion appl iesw then the common or usual narnet if any, of 

such druq or of such ingredient. 

(2) "Antibiotic d~ugn means any d~ug intended for use 

by man containing any quantity of any chemical substance 

which is. produced 'oy o microorganisll and whi.ch has the 

capacity to inhibit or destroy microorganisms in dilute 

solution (including ~he chemically synthesized equivalent of 

any such substance). 

(3) "~anufacturer• means a person Hho mixed the final 

ingredients and p..-epared the final drug product. 

~l_-~£2de-~l~!~~--~-~!~-2f-~~~--2! 

n~bers_:.ass!.~Q_by the_man~fa£_!~!._2!._~~!. __ !2.__3! 

~£ili.f_ dr USLJ.._!!!~!.~LQ.!._!'Q!!.QQr amL!:!nim!!L.1.Q_ the_~nanuf ac!;;~ 

~9i~1ri£Y1gr_ot_tng_Qr.~o~ bgth. 

121--~~ri~Q!Q!~--~~!!~--2-2~Ll2~~ho~l~!Li2ute~_f2£ 

res~l£_~-2£~g_i~~Q!id __ do~gg __ !Q£~_-undef _ _bi~-~~l~~e1 

whe1D~-Q!_~Q!_h~-~~b~_m~nufacturgr_of_the~~ 

121--~~oliQ~2~gg _ _f~~~-_ffig§ll~-~~~lc~ __ Qr_tablets 

l~!~~de~_for_or~~~~ 

1ll_-~l~~~!.~~-~n~~~~g__Q~fi~~--£y_~£!io~ 

5031Ql __ Q[__t~~-_f~~~~e! _ _f~odw _ _Qr~1--~~-Cos~eti£_Ac~~-~ 
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~!!~5LQ!L:!!!!!!:!~U-2.2.t_._il.§Q.!._~r_ __ wh if.h __ i!.§. _ _labe ! _ _i~ 

~.!!!.r-ed _ _!E_~~!ll--the_2.tat·!~!ll..::--~~~.!tll.2!!.!.__~.Q~D!!--l~ 

e£2hibi!~i~n~~-~i~~OU~_Q££~!e!i2~w 

~_jf~TIO~~ Section 2· Code imprint r-equired on 

legend tJJ·ugs. No legend drug in sol i.d dO:id·~e form IIHY ~f> 

manufactur-ed or distriouted in this state unless it is 

clearly marked or imor:inted with a code imprint identifying 

the d..-ug dOd the ll:~nufdcture.- or distributor of the rlrug. 

NE~SEC!!Q~ Section 3. Exemptions from code imprint 

r-equirement:. The board of pharmac_i sts may grant exempt iOn'S 

from the requjrements of r sections 2 and 4] upon d showing 

by a drug manufacturer or distributor that: size. uhysicdl 

ch3racteristics, or other campell i ng l"edsons render 

app l i c:at ion of a code imprint on a 1 egend drug sub j'2C t to 

the provisions of [section 2] impractical or impossible. Any 

exemption grdnted must be included in the list required by 

(section 4] and must describe the physical charact@ristics 

and type of drug cov.ered by the exf: mpti on. 

NEw~~Tig~ Section 4• list of code imprints to be 

provided. Upon requ@st of the board of phdrmaci~ts, all 

manu_facturers dOd distributors of legend drugs in solid 

dosage form who produce or distribute legend jrugs in 

23 Montana must provide and keep current a list of those druqs. 

14 which list identifies the manufacturer and the specif·b: typP. 

25 of each drug by code imprint. 
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S9ction 5. Section 50-31-506, MCA, is amended tv read: 

"50-31-506. Penalties. (lJ Any person who violat~s any 

of the previsions of 50-31-204., llif.ti.Q!!_£_Qr__1;_J~ 50- 3'1--5_Q_h 

"iG-31-502, or 50-31-.lOB ~he-+l-~ is qui lty of a misrtem~;-•an-w: 

and shall on conviction th@reof be subject to impris·::..nment 

for- not mor£> than 3 months, a fine of not more than t.25'"), or 

both such impf'"i. somnent and fine. 

(l) If the violation is committed after d convictiQn 

of such person und@r this section has becom@ final. such 

person shall be subject to imprisonment for not more than o 

months• a fine of not more than ssoo, or both suc'1 

i~prisonment and fine.• 

Section 6. Codification instruction. Sections 2 

through 4 are intended to be codified as an integral p~rt of 

Title so, chdpter 31• part 3., and the provisions of Title 

so., chapter 31., parts 3 and 5, apply to sections 2 through 

4. 

Section· 1. Effective date. This act is eff~ctivc 

January 1, l9b3. 

-End-
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SENATE BILL NO. 365 

INTRODUCED BY HAZELBAKER, NORMAN 

A BllL FOR AN ACT ENTITLED! "AN ACT TO REQUIRE A COOE 

IMPRINT ON CERTAIN DRUGS AS A MEANS OF IDENTIFJCATION; 

PROVIDING FOR ADMINISTRATION BY THE BOARD OF PHARMACISTS; 

AMENDING SECTIONS 50-31-301 AND 50-31-5D6, MCA; PROVIDING A 

DELAYED EFFECTIVE DATE." 

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

Section 1. Section 50-31-)0h MCA, is amended to read: 

"50-31-301. Definitions. As used in thi~ part, the 

following definitions apply: 

(1) 11 E5tabl ished name"• with respect to a drug or 

ingredient thereof, means: 

(a) the applicable official na~e design3ted ~ursuant 

to section 508 of the federal acti 

(b) if there is no such name and such drug or such 

in3redient lS an article recognized in an officL:d 

compendium, then the official title thereof in such 

compendium; or provided that9 where subsection (l)(D) of 

this ~ectton dpplies to an a~ticle recognized in the United 

St~tes Pharmocopoe1a ~~d-f~--~~e--Hemee~~~~fe--Pha~~8~e~se~~ 

under different official titles. the official title used 1n 

the UnateO States Pharmacopoeia shall dpply ~n~e~~--~~--~~ 
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+8b@~~e-end-otte~ed-f&r-~e+e-e~-8-homee~e~~*e-d~ag~-~~wh+e" 

e~~---~he---of#+e+8l---~it~e---~ed---fn---~~--HcmeepathTe 

¥~e~meeep6efa-~"e++-ep~+yi 

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

section applies, then the common or usual name• if any. of 

such drug or of such ingredient. 

(2) "Antlbiotic drug" means any druq intended for use 

by man containing any quantity of any chemical substance 

which is produced by a macroorganism and which has the 

capacity to inhibit or destroy microorganisms in dilut.e 

~elution (including the chemically synthesized equivalent of 

~ny such substdnce). 

(l) "Manufacturer• means a person who mixed the final 

ingredients and prepared the final drug product. 

111--~~ode __ imQ~!~!~-~~~--2--~~rie~ __ Qf __ lett~~~--2£ 

~2~~2~~i~Q-~_!bg_~~~f2Si~L--~--~i!tribut2~--l~-~ 

~~~iflf_Q[~~~~ar~~-2r_mon~g£dm~~ni~~_!2-!~_manuf2£~~ 

or_1l~rl~~12!_Q[_!bg_1~~-Q!_Qoth~ 

12l __ ~Qi~£~~Yl2r~-_m~~~~-2-Q~£~QD who_9i~~~~!g2 for 

L~2!~~-~~~9_i~_so!l1 __ ~2~~g~ __ tor~--~~der __ hi~--Q~~--lgQ~! 

~he!hgr_QL_QQ!_b~-i~-i~~-m~~~faftur!!_2f-!~-1!~~ 
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~n~Q_on_1~n~~£y__l~L--l~~Q~-Yn2~r_~hi£~ __ i!i-_1abel __ i~ 

£~l!~Q __ !Q_~~ar __ !ng_~!~!£_~ntl __ ~~~~!l2Ul __ f~9~~~!--~ 

Q£Ohi~i!~~i~~~~l~~~i!hOU!_Q£~~iQ!lQ~~~" 

~~~E~!!Q~~ Section z. Code tmprint required on 

legend drug~. No legend drug in solid dosdge form may oe 

manufactured or distributed tn this state unles~ it is 

clearly marked or imprinted w1th a code imprint identifyinq 

the drug and the manufdcturer or distributor of the Jrug. 

~~~-~~£!10~~ Section 3. Exemptions from code imprint 

requirement. The board of pharMacists may grJnt exemptions 

fro~ the requirements of (sections 2 and 4] upon a showing 

by a drug manufacturer or distributor that size, ~hysical 

characteristics, or other compellang reasons render 

apptication of a code imprint on a legend drug subject to 

the provisions of (section 2] impractic~1 or impossible. Any 

exemption granted mu~t be included in the list required by 

(section 4] and must describe the physical characteristics 

and type of drug covered by the exemption. 

~~~-~~£!1U~~ Section 4. list of code imprints to be 

provided. Upon request of the board of pharmacists, all 

manufacturers and distributors of legend drugs in solid 

dosage form who produce or distribute legend urugs in 

Montana must provide and keep current o list of those drugs, 

24 which list identifies the manufacturer and the specific type 

lS of each drug by code imprint. 
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Section s. Section 50-31-506, HCA~ is amended to read: 

"50-31-506. Penalties. (1) Any person who violdtes any 

of the provisions of 50-Jl-204, ~~!l2n-l_2r_~j~ 50-31-501, 

50-3l-502t or S0-31-206 ~ft~+~-be ~guilty of a mtsOem~anor 

and shall on conviction thereof be subJeCt to imprisonment 

for not more than 3 months, a fine of not more than S250, or 

both s~ch impri5onment and fine. 

( 2) If the violation is comm1tted after a conv1cttun 

of such person under this section has become fJnal, such 

person shall be subject to i•prisonment for not more than 6 

monthSt a fine of not more than S5QQ, or both such 

i~prisonment and fine." 

Section 6. Codificat1on instruction. Sections 2 

through 4 are intended to be codified as an integral p~rt of 

Title 50, chapter 31~ part 3, and the provisions of Title 

50w chapter 31, parts 3 and 5• apply to sections l through 

4· 

Section 7. Effective date• This act is effective 

January lt 1983· 

-End-
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