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BILL NOs .Zéf
N

INTRODUCED BY A eaNdAA,

A BTLL FOR AN ACT ENTITLED: "AN ACT TO REQUIRE A CUDE
IAPRINT ON CERTAIN DRUGS AS A MEANS OF IDENTIFICATION;
PROVIDING FOR ACMINISTRATION BY THE BCARD OF PHARMACISTS;
AMENDING SECTIONS 50+31-301 AND 50-3i-506y MCA; PROVIDING A

DELAYED EFFECTIVE DATE.®

8F IT EWACTED BY THE LEGISLATURE OF THE STATE OF MONTANA:

Section 1e Section 50-31-301s MCAy iS amended to read:

#50-31-301. Definitions. As used in this parts the
following definitions apply:

{1) "Established name®y with respect to a drug or
ingredient thereofy means:

{a) the applicable official name designatad pursuant
to saction 508 of the federal act;

(b} if there is no such name and such drug or such
ingredient is an article recognized in an official
compendiums then the official title thereof in such
compendium; oy provided thaty where subsection ([1){b) of
this section applies to an article recognized in the United
States Pharmacopoeia and in  the Homeopathic Pharmacopoeia
under different cfficial titlesy the official title used in

the United States Pharmacopoeia shall apply unltess it is
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tabeled and offered for sale as a homeopathic drugy in which
case the officiatl title used in the Homeopathic
Pharmacopoeia shall apply;

(c) if neither subsection (1l)}{(2) nor ({1){b) of this
section appliess then the common or usual namey If anys of
such drug or of such ingredients

{2} "Antibictic 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 microorgenisms in dilute
solution (including the chemically synthesized equivalent of
any such substance).

(3} "Manufacturer®™ means a person who mixed the final
ingr=dients and prepared the final drug producte.

4%} _“Code imprint® means. 3 _serics. of letters .or
pumbears_assigned by _ihe gapufacturer ox _disicibutor tg . a
specific drugs marks or sonograms.-uoique to_zhe sasufacturar
or distributor of ithe drugs or boths

431 _TRistributor®_ _mweapns .a person whe distributes for
Eesale_a grug in sclid dosage. forw undeq. his_ _own Jabel
whether_ofr not he is the manufacturer of the druge

16} "501id _dosage _form™ meapns _capsuies _or tableis
inteaded for oral uses

{1)__"iegend drugt means any drug. defined by. sectiocn
503{b) of the federal foeods Drug and .Cosmetic.Acke as

- INTROD UCED BILL
SB 365
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amended. on_Jdapuary. _15s . 1280s_ under  which__its lapel. is
required to bhear _the statement: _®Cautions. Federal _law
probibits _dispensing without prescripiione?™

NEN _SECITONs Section 2 Code imprint required on
legend drugss 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 andlthe manufacturer or distributor of the druge.

HEW_SECIIONG Section 3. Exemptions from code imprint
requirements The board of pharmacists may qrant exemptions
from the requirements of [sections 2 and 4] upon a showing
by a drug manufacturer or distributor that sizey physical
characteristicses or other compelling reasons render
application of a code imprint on a legend drug subject te
the provisions of [section 2] impractical or impossibles Any
aexemption granted must be included in the list required by
[section 4] and must describe the physical characteristics
and type of drug covered by the exemptions

HEW_SELTION. Section 4. List of code imprints to be
provideds Upon .regquest of the board of pharmacistss all
manufacturers and distributors of Jegend drugs in solid
dosage form who produce or distribute legend drugs in
Montana must provide and keap current a list of those drugs,
which tist identifies the manufacturer and the specific type

of each drug by code imprinte.
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Section 5. Section 50-31-506, MCAy is amended to read:

#50-31-506e Penalties. (1) Any person who violates any
of the provisions of 50-31-204s [section 2 0r %]s 50-31-501,
50-31-502y or 50-31-208 sha}}-be js guilty of a misdemeanor
and shall on conviction thereof be subject to imprisonment
for not more than 3 monthsy 2 fine of not more than $250, or
both such imprisonment and finee

{2} If the violation is committed after a conviction
of such person under this section has become finals such
person shall be subject to imprisonment for not more than 6
monthss a fine of not more than $500¢ or both such
imprisonment and fines"

Section &6« Ceodification instruction. Sections 2
through 4 are intended to be codified 35 an integral part of
Title 50s chapter 31y part 3» and the provisions of Title
50¢ chapter 31y parts 3 and S5y apply tc sections 2 through
E

Section Te Effective date. This act is effective
January ly 1983.

-End-

-.4—
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Approved by Committee
on public Health,

cafety and Welfare

SEMATE RILL NO. 365

INYRODUCED BY HAZELBAKER, RORMAN

a4 BTLL FOR AN ACT ENTITLED: “AN ACT TD REJQUIRE A (COOE
IMPRINT OM CERTAIN DRUGS AS A  MEANS OF IDENTTFICATION;
PRUVIDING AR ADMINISTRATION BY THE BOARD GOF PHARMALTISTSS
AMENDING SECTIDNS S0-31-301 ANMD 50-31-50&6, HMCA; PROVIGING A

DELAYED EFFECYIvVE DATE.®

A€ IT ENACTED BY THE LEGISLATURE OF THE STATS GF MONTANA:
Section l. Section 20-31-30ls MLA, 15 amended to read:
"50~31-301. BDefinitionse As used in this party the

following dafinitions apply:

(1} ™established name™s with respect to a drug or
ingradient thereof, means: ‘

{us) the appliédble official name desiynited pursuant
to section 208 of the federal act;

() if there is no such name and sucn drug or such
ingredient 1s an article recognized in an official
compendi ums then the official title thereof 1n such
compendium; Oor provided thate where subsection {1){(pb} of
this scction applies to an article recognized in the United
States Pharmacopoeia end—in-—the—Hemespathic——FPharmacopesta
under different official titlesy the official title used in

the United States Pharmacopoeiae shall apply untess——it--is
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rabeted-and-affered-for-sale-as-o-homeopathre-drogy-tm-which
ecase-——the-——of fretoat---titte——-uysed-—in-—-tha--Hemeopathie
frormacepoera-ahett-appty:

{c) if nzither subsectjon (L}(a) nor (l}{(Pb) ©OF this
sectron appliesy then the common or usual nanesy if anyys of
such drug or of such ingredient.

{2} "Antibiotic drug" means cny druc intended for  use
by man containing any quantity of any chemical substance
which is5 progduced 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 producte.

4 "Lode __imprint® means_ 4a_  series of _letters _or
) _Zlode _1mp _4__s8 _or.

numbers_assigned by the manufacturer ot distributor to 2

specific druyy marks or monggrams unigue_to the manufacturer

or_distributor ef_the drugs_ or boths

(5) YDistributor™__means__a person who distributes for

resale 3 _gdruy an_solid _dasage _form_ _under his__own_ label

whether or not he is_the manufacturer of the druge

{6)_ M"Solid dosage form" _means _gapsules or tablets

intended_for _oral _useas

f)__"Legend _drug™ means any drug defined by section
ug_

303{p). _of _the_ _federal__Foods _Drug and_ Cosmetic AcCts 3s

. 57 35
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amended on_January _15y 198Qs _under which_ _its label is

reguired _to bear _the _statement: "Caution:_ _Federal 18w

prohibits dispensing without prescription.”*

NEW_ SECTION. Section 2e Code imprint required on
Tegend druyse No legend drug in soVid dosage form may be
manufactured or distrituted in this state unless it is
clearly marked or imnrintéd with 3 code imprint identifying
the drug and the manufacturer or distributor of the ffruge

NEW_SECTION. Section 3. Exemptions from code imprint
requirement. The bcard of pharmacists may graint exemptions
from tha requirements of {sections 2 and 4] upon a  showing
by a drug manufacturer or distributor that sizes shysical
characteristicss or other compelling reasons v ander
application of a code imprint on a ltegend drug subjoct to
the provisions of [section 2] impractical or impossible. Any
exemption granted must be included in the list requir=sd Dy
[section 4] and must describe the physical characteristics
and type of drug covered by the excmptiona

NEW_SECTIONe Section 4« List of code imprints to be
provideds Upon request of the board of pharmacistss all
manufacturers and distributor; of legend <drugs in solid
dosage form whao produce or distribute legend drugs in
Montana must provide and keep current a list of those drugse

which 1ist identifies the manufacturar and the specific type

of each drug by code imprinte

-3~ 5% 385
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Saction 5« Section 50-31-506s MLA, is amended tc read:

*50-31-506« Penaltiess {1) Any person who violfatas any
of the previsions of 50-31-204s [Section 2 _or_%]1s 50-31-501,
50~31-502¢ Or 50-31-208 shati-be is guilty of a misdemeanor
and shall on canviction thereof be subject to imprisanment
for not more than 3 monthsy a fine of not mere than $257%: or
both such imprisonment and fines

12} If the viclation is commetted after o conviction
of such person under this section has become finals such
person shall be subject to imprisonment for not more than &
monthssy a fine of not mora than §500s of botbh such
imprisonment and fino."

Section &, Codification instructiona Sections 2
through 4 are intended to be codified 55 an integral part of
Title =0+ chapter 3ls part 39 and the provisions of Titls
50e chapter 31y parts 3 and 5 apply to sections 2  through
L

Section 7. Effective dateas This 3ct is effective
January Ly 1983

~End-

~ 4= s 365
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SENATE BTLL NO. 365

INTROOUCED BY HAZELBAKERs NORMAN

A BILL FOR AN ACT ENTITLED: wAN ACT TO REQUIRE A CODE
IMPRINT  ON CERTAIN DRUGS AS A MEANS OF IDENTIFICATION;
PROVICING FOR ADMINISTRATION BY THE BOARD OF  PHARMALISTS;
AMENDING SECTIONS 50~31-301 AND 50-31-506s MCA; PROVILING A
JELAYED EFFECYIVE DATE."™

8€ [T ENACTED BY YHE LEGISLATURE F THE STATE OF MONTANA:

Section ls. Section 50-31-301s MCAs is amended to read:

"53-31~301l. Definitions. As used in this part, the
following definitions applys

{1} *“Istablished name*, with respect to a drug or
ingredient thereofs means:?

(a) whe applicable official name designated pursuant
to section 508 of the federal act;

{H) if there 1S no such nawe and such drug or such
ingredient is an article recognized in an cofficial
compendi ume then the official title therecf in such
compendium; Or provided thaty where subsection (l}{p) of
this scction opplies to an article recognized in the United
Stites Pharmacopoeia and—in-~the--Homeopathic—Pharmaceopoein
under different official titless the official title used in

the United States Pharmacopoeia shall apply untess——it-—ts
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tabeted-and—offered-for-sate-as—a-homeopathite—drogy—in-which
ease-——the-——offretat-—-titte—-gied——-in-———the--Homeapsthte
Pharmacopoeia—shati-appiy;

(c) if nzither subsection (l){a} nor {1}{(b) of this
section appliess then the common or usual names if anys of
such drug or of such ingredient.

{2} "“antibiotic drug™ means any drug intended for wuse
by man containing any quantity of any chemical substance
which is produced by 4 microorganism and which has the
capacity to inhibit or destroy micrcorganisms in dilute
soturion {including the chemically synthesized equivalent of
any such substance}.

(3) "Manufacturer™ means a person who mixed the final
ingredients and prebared the final drug product.

{%#) “Code_ _imprint® means_ a series of_ letters or

numbers assigned by the manufacturer of distributor to a

specific drugs marks_or monoqrams unigue to_the manufacturer

gr_dissributor of the drugs or bothe

(5} ¥Distributor” means & person who distributes for

resale a drug in so0lid dosage form_  under his__own label

whether _of _not he_is the manufacturer of the druge

(6} _"Solid dosage__form® means _capsules _or tablets

intended for _cral _uses

{7)__™egend drug" means_any drug defined by section

503(b)__of _the federal_ _Ffoods Orug _and _Cosmetic Acts das

-2- 53 3%
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amended on_January 15y 1940s _under which its lgbel is

reguired to  bear the statement: “(Caution: Federal law

prohibits dispensing_without prescription.”™"

NEW_SECTION. Section 2. Code imprint requireda an
legend dJrugs«. No legend drug in solid dosage farm may De
manufactured or distrivuted in this state unless it s
clearly marked or imprinted with 3 code imprint identifying
the drug and the manufacturer or distributor of the 7druge

NEW SECTIONe Section 3. Exemptions from code imprint
requirement. The buard of pharmacists may grant exemptions
from-the requirements of [sections 2 and 4] upon o  showing
by a drug manufacturer or distributor that siZey nhysical
characteristicsys or other compelling ressons rander
applicastion of a  code imprint on a legend drug subject to
the previsions of [section 2} impractical or impossible. Any
exemption granted must be included in the Fist required Dy
{section 4} and must describe the physical characteristics
and type of drug covered by the exemptione.

NEW_SECTION. Section 4. List of code imprints to be
provideds Upon request of the board of pharmacistss all
manufacturers and distributors of legend drugs in solid
dosage form who produce or distribute legend: drugs in
Montana must provide and keep current 3 list of those drugss
which tist identifies the manufacturer and the specific type

of each drug by code imprinte.
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Saction 5. Section 50-31-506s MCA, is amended to read:

HS0-31-5064 Penaltiese (1} Any person who violatas any

of the previsions of 50-31-204s [section_2_or 41y 59431&59§¢
50-31-502y or 50-31-208 shedd-be is quilty of a T o
and shall  on conviction thereof be subject to imbrisogm?nt
for not more than 3 monthss a fine of not more than 257, or
both such imprisonment and fine.

(2) 1f the violation is committed after o conviction
of such person wunder this section has become finals such
person shall be subject to imprisonment For not more than b
monthssy a fine of not more than $500y oOr DbOth such
imprisonment and fing.™

Section 6. Codification INStruction. Sections 2
through 4 are intended to be codified as an integral part of
Title 350+ chapter 3ls part 3» and the provistons of Title
50s chapter 3}s¢ parts 2 and 5+ apply to sections 2 through
4.

Section 7Te Effective date. This act s effective
January ls 1943,

—-End-
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SENATE BILL NOe. 365

INTRODUCED BY HAZELBAKERs NORMAN

A BILL FOR AN ACT ENTITLED: "anN ALT TO REQUIRE A CODE
IMPRINT ON CERTAIN DRUGS AS A MEANS OF IDENTIFICATION;
PROVIDING FOR ADMINISTRATION By THE ROARD OF PHARMACISTS;
AMENDING SELTIONS S0-31-301 AND 50-31-506+ MCA: PROVIDING A

OELAYED EFFECTIVE DATE."

BE IT ENMACTED BY THE LEGISLATURE OF THE STATE UF MONTANA:
Section 1. Section 50-31-301ly MCA: is amended to read:
"53-31-301l« Definitionse. As used 1n this parte the

fFollowing definitions apply:

{1) "YEstablished name®, with respect to a drug or
inqredient thereof. means:

(a) the applicable official name designited pursuant
to section 508 of the federal acti

(b) if there is no such name and such drug or such
ingredient is an article recognized in an official
compendiumy then the official title thereof in such
compendium; or provided thats where subsection (1l){b) of
this section applites to an article recognized 1n the United

States Pharmacopoeia snd-+rA--the-——Homeopathie——-Pharmasopoets

under different official titless the official title used in

the United States Pharmaccopoeia shall apply untess-—te-—ts
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495e+ed—ond—ofiered-ier-sa*e-ua—a~homeepaeh+e—dfugv—rﬂ—uhieh
ease—--the—-~oFF+eia¥——-tit+e~--uﬂed---in---the‘vHoneopathie
Fharmacopoeia-shati-appty;

{c) if neither subsection {L){a) nor (Ll)(b) of this
section appliess then the common or usual names if anys of
such drug or of such ingredient.

(2) "Antibiotic drug" means any druq 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)e.

(3) ™“Manufacturer® means a person who mixed the finai
ingredients and prepared the final drug producta

[4)_ _UYCode imprint¥ means a2 _series of letters or

numbers assigned by the manufacturer or _distributor to_ a

specific _drugs _marks_or _monograms unique _to_the manufacturer

or_distributor of the druqs or bothe

15)__"Distributor®  means _a person_who distributes foc

fesale a drug in_solid dosage _form__under his own label

whether or _not he is_the manufacturer of the dr uge

{6)_ _"Solid__dosage__form"_ meaps__capsules or tablets

intended for ¢ral uses

{1} "Legend_drug” means any drug_ defined by__section

503(b) _of _the _federal_ Foodsy_ Drug_ and Cosmetic Acte as

-2=- 58 355
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amended on_January 1S5y 1980y _under _which _its label _is

reguired to bear _the statement: *Caution: _Federal _1law

probibits _dispensing without _prescriptigne.”®

NEW _SECTIOMs Section 2« Code imprint required on
legend drugs. No legend drug in salid dosage form may be
manufactured or distributed in this state untess it is
ctearly marked or imprinted with a code imprint jdentifying
the drug and the manufacturer or distributor of the iruge

MEW_SECTION. Secrion 3. Exemptions from code imprint
reguiramente The board of pharmacists may grant exemptions
from the requirements of [sections 2 and 4] upon a showing
by a drug manufacturer or distributor that sizes physical
characteristicsy or ather compelling reasons render
application of a code imprint on a legend drug subject to
the provisions of [section 2] impractical or impossibles Any
exemption granted must be included in the list required by
[sectian 4] and must describe the physical characteristics
and type of drug covered by the exemptions

NEW_SECTIgNe Section 4. List of code imprints to be
provided. Upon fequest of the board of pharmacistse all
manufacturers and distributors of legend drugs in solad
dosage form who produce or distribute legend drugs in
Montana must provide and keep current a list of those drugse
which list 1dentifies the manufacturer and the specific type

of each arug by code imprint.

~3- 58 365
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Section 5. Section 50-31-506s MCA+ is amended to read:

"50-31-506. Penaltiess (1) Any person who violates any
of the provisions of 50-31-204s [section_ 2 or 4]s 50-31-501,
50-31-502y or 50-31~208 shali-de i5 quilty of a misdemeanor
and shaill on conviction thereof be subject to imprisonment
for not more than 3 monthsy a fine of not more than %250, or
both such imprisonment and fince

{2) If the violation is committed after a convictiun
of such persan under this section has Decome finals such
person shall be subject to imprisonment for not more than 6
monthsy a fine of not more than $500« or both such
imprisonment and fine."™

Section 6. Codification instructions Sections 2
through 4 are intended to be codified as an integral part of
Title 50y chapter 31, part 3, and the provisions of Title
50 chapter 31y parts 3 and 5» apply to sections 2 through
4

Section 7. Effective date. This act is effective
January ls 1983,

-End-
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