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' Rules and Begulations

Title 21—F00D AND DRUGS

Chapter II—Buretiv of Narcotics and
Dangerous Drugs, Depariment of
Justice .

PART 308—SCHEDULES OF
CONTROLLED SUBSTANCES

Schedules; Excluded Nonnarcotic Sub-
stances; Excepted Stimulant or De-~
pressant Compounds

+ The Comprehensive Drug Abuse Pre-
vention and Control Act of 1970, in sec-
tion 202(a) (21 U.S.C. 812(a)), requires
that the schedules of controlled sub-
stances established by that Act be up-
dated and republished on a semiannual
basis during the 2-year period begin-
ning 1 year after the effective date of
that Act. The effective date of that Act
was October 27, 1970. Pursuant to the
mandate of section 202(a), therefore,
the Director hereby orders the publica-
tion of the schedules of controlled sub-
stances as of April 27, 1972.

Dated: May 8, _1972.

JoEN E. INGERSOLL,
Director, Bureau of
Narcotics and Dangerous Drugs.

) SCHEDULES
§308.11 Schedulel.

(a) Schedule I shall consist of the
drugs and other substances, by what-
ever official name, common or usual
name, chemical name, or brand name
designated, listed in this section. Each
drug or substance has been assigned the
Bureau Controlled Substances Code
Number set forth opposite it.

(b) Opiates. Unless specifically ex-
cepted or unless listed in another sched-
ule, any of the following opiates, in-
cluding its isomers, esters, ethers, salts,
and salts of isomers, esters, and ethers
whenever the existence of such isomers,
esters, ethers, and salts is possible with-
in the specific chemical designation:

{1) Acetylmethadol o e 8601
{(2) Allylprodine o e e 2602
(3) Alphacetylmethadol . _______ 8603
(4) Alphameproding o cee oo 9604
(5) Alphamethadol aao oo 9605
(6) Benzethidine oo oo 9606
(7) Betacetylmethadol —emeeeo—. 8607
(8) Betameprodine ___._ .. _-__ 9608
(9) Betamethadol emmeeee_______ 9509
(10) Betaprodine e .. 8611
(11) Clonitezene 9812

(12) Dextromoramide ...

{(14) Diampromide __.___.
{15) Diethylthiambuten

(16) Dimenoxadol _..__.
(17) Dimepheptanol .......
(18) Dimethylthiambutene ._ -

. (19) Dioxaphetyl bubtyrate —caeeea-o 9621
(20) Dipipanone 9622
(21) Ethylmethylthiambutene ..__.__ 9623
(22) Etonitazene 9624

(23) Etoxeridine. 9625

(24) Furethidine 8626
(25) Hydroxypethidine ... _______ 8627
(26) Ketobemldone 9628
(27) Levomoramido weececcneenwce—.. 9629
(28) Levophenacylmorphan 9631
(29) AMorpheridine .. 9632
(30) Noracymethadol ... 8633
(31) Norlevorphanol mecccccecacnceee 9634
(32) Normethadone .. 9635
(33) Norplpanone ceeecceccacean 9636
(34) PhensdoXON® eeceumececccmneees 9637
(35) Phenampromide weeeeceee. 9638
(36) Phenomorphan weeeeccceeaaeo.. 92647
(37) Phenoperidine ... 2641
(38) Piritramide 2642
(39) Proheptazing meceeeeeoo o, 9643
(40) Properidine 9644
(41) Propiram 0049
(42) Racemoramide oo ccceeee - 9845
(43) Trimeperidine o ocoaeae 946

(¢) Opium derivatives. Unless specifi-
cally excepted or unless listed in another
schedule, any of the following opium de-
rivatives, its salts, isomers, and salts of
isomers whenever the existence of such
salts, isomers, and salts of lsomers is
possible within the specific chemical
designation:

(1) Acetorphine 8319
(2) Acetyldihydrocodeino 8051
(3) Benzylmorphine oo .. -- 9052
(4) Codelne methylbromide___.._.___ 8070
(5) Codelne-N-0Oxid8 mvceccccncea. 9053
(6) Cyprenorphine weeeeeeeeeeeo-.. 0054
(7) Desomorphine ... — 9055
(8) Dihydromorphine e eceeraccaa. 9145
(9) Etorphine 00568
{10) Heroin 8200
(11) Hydromorphinol «a..... ——————— 8301
(12) Methyldesorphing .o 8303
(13) Alethyldihydromorphing ——e..-. 930%
(14) Aforphine methylbromide ... 9305
(15) Morphine methylsulfonate...... 8306
(16) Alorphine-N-Oxide .. 9307
(17) Myrophine 93038
(18) Nicocodelne 8309
(19) Nicomorphing weeeaceceaaneen.. 0312
(20) Normorphine ... ———eaceeee 9313
(21) Pholcodine 8314
(22) Thebacon 8316

(d) Hallucinogenic substances. Unless
specifically excepted or umless listed in
another schedule, any material, com-
pound, mixture, or preparation, which
contains any quantity of the following
hallucinogenic substances, or which
contains any of its salts, isomers, and
salts of isomers whenever the existence
of such salts, isomers, and salts of iso-
mers is possible within the specific chem-
ical designation (for purposes of this
paragraph only, the term “isomer” in-
cludes the optical, position, and geo-
metric isomers) :

(1) 3,4-methylenecdioxy ampheta-
mine 7400

(2) 5 -methoxy - 3,4-methylencdloxy

emphetaming eemceccemaaoaa. 7401
(3) 3.4,5-trimethoxy amphetamlne.. 7390
(4) Bufotenine 7433

Some trado and other mames;
3-(B-Dimethylaminocthyl) -~
6 - hydroxyindole; 3 - (2-di-
methylaminosthyl) - 6-indo-
lol; N,N - dimethylserotoning
§-hydroxy - N-dimethyltryp-
tamine; mappine.

(6) Dlethyltryptaming e — T434
Bome trade and other names:
N, N-Dlethyitryptamine; DET.
(6) Dimethyltryptamine .__._ 7435
Some trade or other names:
DT
(7) 4-methyl-2,5-dimethoxyamphet-
amine 7335
Some trade and other names:
4 -~ methyl - 2,5 - dimethoxy-
a - methylphenethylamine;
“DOM"; and “STP”.
(8) Ibozaine 7260
Some trade and other names:
7 - Ethyl ~ 6,62,7,8,9,10,12,13-
octahydro - 2 - methoxy-69-
methane-5H-pyrido (1°,2°:1,2
azeping 4.5-b) indole; taber-
nanthe fboga.

(8) Lycergle acld dlethylamide ... 7315
{10) 2Marihuzea 7360
(11) 2feccaline 7381
{13) Peyote 7415
(13) N-ethyl-3-piperidyl benzilate__. 7482
(14) N-methyl-3-p!peridyl benzilate.. 7434
(15) Psilocybin 7437
(16) Psllocyn 7433
(17) Tetrahydrocannabinols . 7370

Synthetic equivalents of the
substances contained in the
plant, or in the rezinous ex-~
tractives of Cannabls, sp.
and/or synthetic substances,
derivatives, and their isomers
with similar chemlical struc~
ture and pharmacological ac~
tivity such as the following:

A ¢l or trans tetrahydro~
cannabinel, and thelr
optical 1zomers.

A? cls or trans tetrahydro-
cannabinol, and thelr
optical lcomers,

A%¢ ¢cls or trans tetrahydro~
cannabinoel, and its op-
t{eal {~omers.

(Since nomenclature of
thece substances 1s not in~
ternationally standardized,
compounds of theze struc-
tures, regardlezs of nu-
merical designation of
atomlic positions are cav-
ered.)

§308.12 Schedulell.

(a) Schedule IX shall consist of the
drugs and other substances, by whatever
official name, common or usual name,
chemical name, or brand name desig-
nated, Usted in this section. Each drug
or substance has been assigned the Con-
trolled Substances Code Number set forth
opposite it.

(b) Substances, vegetable origin or
chemical synthesis. Unless specifically
excepted or unless listed in another
schedule, any of the following substances
whether produced directly or indirectly
by extraction from substances of vege-
table origin, or independently by means
of chemlcal synthesis, or by a combina-
Hon of extraction and chemical syn-
thesis:

(1) Oplum axnd oplate, and any salt, com-
pound, derivative, or tion of oplum
or oplate, excluding naloxons hydrochloride,
but including the following:
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(1) Raw opium 9600
(i1) Optum extractS..—nee-- w———a 9610
(111) Opium fiuld extractS.coeaa-- 9620
(iv) Powered opium 9639

(v) Granulated opium. .. oo . 9840
(vi) Tincture of opiUMacnc .
(vil) Apomorphine ;
(viil) Codeine aceo.-
(%) Hydrocodone ...
(xl) Hydromorphone
(xii) Metopon

(xii) Morphine

(xlv) Oxycodone
(xv) Oxymorphone
(xvi) Thebaine

(2) Any salt, compound, derivative, or
preparation thereof which is chemically
equivalent or identical with any of the sub-
stances referred to in subparagraph (1) of
this paragraph, except that these substances
shall not include the isoquinoline alkalolds
of opium.

(3) Optum poppy and poppy straw.

(4) Coca leaves (9040) and any salt, com-
pound, derivative, or preparation of coca
leaves, and any salt, compound, derivative,
or preparation thereof which is chemically
equivalent or identical with any of these
substances, except that the substances shall
not include decocainized coca leaves or ex-
traction of coca leaves, which extractions do
not contain cocaine (9041) or ecgonine
(9180).

(e) Opiates. Unless specifically ex-

" cepted or unless in another schedule any

of the following opiates, including its
isomers, esters, ethers, salts and salts of
isomers, esters and ethers whenever the
existence of such isomers, esters, ethers,
and salts is possible within the specific
chemical designation:

Alphaprodine
Anileridine
Bezitramide
Dihydrocodelne - r————————
Diphenoxylate ..
Fentanyl .
Isomethadone
Ievomethorphan
Levorphanol
Metazocine
Methadone
Methadone-Intermediate, 4-cy-
ano-2-dimethylamino - 4,4 - di-
phenyl butane
) Moramide-Intermediate, 2-meth=
yl-3-morpholino-1, i-diphenyl-

propane-carboxylic acid..muaca 9802
(14) Pethidine 9230
(16) Pethidine-Intermediate-A, 4-cy-

ano~l-methyl-4 - phenylpiperi-

dine 9232
(16) Pethidine-Intermediate-B, ethyl-

4-phenylpiperidine-4-carboxy-

late 9233
(17) Pethidine - Intermediate - C, 1~

methyl-4-phenylpiperidine = 4«

carboxylic acid 0234
{(18) Phenazocing .o-aaa. e —————— 9716
(19) Piminodine 9730
(20) Racemethorphan memccecocoaeao 9732
(21) Racemorphdn cmwecccmana. ——— 9733

(d) Stimulants. Unless specifically ex-
cepted or unless listed in another sched-
ule, any material, compound, mixture, or
preparation which contains any quantity
of the following substances having a
stimulant effect on the central nervous
system:

(1) Amphetamine, its salts, opt!ca.l
isomers, and salts of its optical

Isomers 1100
(2) Methomphetamine, its salts, iso-

mers, and salts of its isomers.... 1105
(3) Phenmetrazine and its salts...... 1630
(4) Methylphenidate ceamacecmanaan-n - 1726

RULES AND REGULATIONS

§308.13 Schedule IIT.

(a) Schedule IO shall -consist of the
drugs and other substances, by whatever
official name, common or usual name,
chemical name, or brand name desig-
nated, listed in this section. Each drug
or substance has been assigned the Bu-
reau Controlled Substances Code Num-
ber set forth opposite it.

(b) Stimulants. Unless specifically ex-
cepted or unless listed in another sched-
ule any material, compound, mixture, or
preparation which contains any quantity
of the following substances having a
stimulant effect on the cenfral nervous
system:

(1) Those compounds, mixtures, or
preparations in dosage unit form con-
taining any stimulant substances which
compounds, mixtures, or preparations
were listed on August 25, 1971, as ex-
cepted compounds under § 308.32, and
any other drug of the quantitative com-
position shown in that list for those
drugs or which is the same except that
it contains a lesser quantity of controlled
substances.

(¢) Depressants. Unless specifically ex-
cepted or unless listed in another sched-
ule, any material, compound, mixture, or
preparation which contains any quantity
of the following substances having a de-
pressant effect on the central nervous
system:

(1) Any substance which containg
any quantity of a derivative of
barbituric acld, or any salt of

a derivative of barbituric acid. 2100

{2) Chlorhexatlol eammcaccaneccaana - 2510
(3) Glutethimide oo 2550
(4) Lysergic acid 7300
(6) Lyserglc acld amidemmucnceaa.. - 17310
(6) Methyprylon cceecnccccnancaan 2575
('7) Phencyclidine ..--- ——— e —— 7471
(8) Sulfondiethylmethane ..o a-e-. - 2600
(9) Sulfonethylmethane —uewacewa- - 2605
(10) Sulfonmethane weecccamccnacaua 2610
(d) Nalorphine oo 9400

(e) Narcotics druys. Unless-specifically
excepted or unless listed in another
schedule, any material, compound, mix-
ture, or preparation containing limited
quantities of any of the following nar=
cotic drugs, or any salfs thereof:

(1) Not more than 1.8 grams of
codeine per 100 milliliters or
not more than 90 milligrams per
dosage unit, with an equal or
greater quantity of an isoquino-
line alkaloid of opiumMacmcau-.

(2) Not more than 1.8 grams of
codeine per 100 milliliters or
not more than 90 milligrams per
dosage unit, with one or more
active, nonnarcotic ingredients
in recognized therapeutic
amounts

(3) Not more than 300 milligrams of
dihydrocodeinone per 100 mil-
Hijters or not more than 156
milligrams per dosage unit, with
a fourfold or greater quantity of
an isoquinoline alkaloid of
opium

(4) Not moré than 300 milligrams of
dihydrocodeinone per 100 milli-
liters or not more than 156
milligrams per dosage unif, with
one or more active, nonnarcotic
ingredients in recogn!zed thera-
peutic amMOUNtS.mcnccccnamae. -

9803

9804

9805

(6) Not more than 1.8 grams of di-
hydrocodeino per 100 milll«
lters or mnot more than 90
milligrams per dosage unit, with
ong or more active, nonnarcotioc
ingredionts in recognized thora«
peutic amounts.

(6) Not more than 300 milligrams of
ethylmorphine per 100 milli«
liters or not more than 15
milligrams per dosage unit, with
one or more active, nonnarcotio
ingredients in recognized theras
peutic amounts.

(7) Not more than 600 milligrams of
opium per 100 milliliters or per
100 grams or not more than 25
milligrams per dosage unit, with
one or more actlve, nonnarcotioc
ingredients in recognized theras
peutic amounts

(8) Not more than 50 milligrams of
morphine per 100 milljliters or
per 100 grams, with ono or more
active, nonnarcotic ingredionts
in recognized therapoutio
amounts

§ 308.14 ScheduleIV.

(a) Schedule IV shall consist of tho
drugs and other substances, by what-
ever official name, common or usual
name, chemical name, or brand name
designated, listed in this seotion. Each
drug or substance has been assigned tho
Bureau Controlled Substances Codo
Number set forth opposite it.

(b) Depressants. Unless specifically
excepted or unless lsted in anothor
schedule, any material, compound, mix-
ture, or preparation which contains any
quantity of the following substances, in-
cluding its salts, isomers, and salts of
isomers whenever the existence of such
salts, isomers, and salts of isomers 14
possible within the specific chemical
designation:

(1) Barbital
(2) Chloral betaine

(3) Chloral hydrato..wuecaseeeuunse
(4) Ethchlorvynol cacevcecanccaumma
(6) Ethinamate awaceccccacamuacuua
(6) MethoReXital aaaweawaewacuxaus
(7) Meprobamatd cavecucacavcacues
(8) Methylphenobarbital aaveeuauus,
(9) Paraldehyde .cceaccacaas dm——
(10) Petrichloral aeuucccccacuanauss
(11) Phenobarbital aanccccmcuuamase

§ 308.15 ScheduleV.

(a) Schedule V shall consist ot the
drugs and other substances, by whatover
official name, common or usual namo,
chemical name, or brand name desif-
nated, lsteddn this section.

(b) Narcotic drugs containing non«
narcotic active medicinal ingredients,
Any compound, mixture, or preparation
containing any of the following limited
quantities of narcotic drugs or salts
thereof, which shall include one or more
nonnarcotlc active medicinal ingredients
in sufficient proportion to confer upon
the compound, mixture, or preparation
valuable medicinal qualities other than
those possessed by the narcotie drug
alone:

(1) Not more than 200 milliprams of
codeine per 100 milliliters or per 100
grams.

(2) Nor more than 100 milligmms of
dihydrocodeine per 100 milliliters or per
100 grams.

0807

0808

0800

0810

2148
2460
2400
2540
2546
2364
2820
2260
2586
2691
2286
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(3) Not more than 100 milligrams of
ethylmorphine per 100 milliliters or per
100 grams.

(4). Not more than 2.5 mﬂligrams of
diphenoxylate and not less than 25 mi-
crograms of atropine sulfate per dosage
unit.

(5) Not more than 100 milligrams of
opium per 100 milliliters or per 100 grams.

EXCLUDED NONNARCOTIC SUBSTANCES

§308.21 Application for exclusion of a
nonnarcotic substance.

(a) Any person seeking to have any
nonnarcotic substance which may, under
the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 301), be lawfully sold over
the counter without a prescription, ex-
cluded from any schedule, pursuant to
section 201(g) (1) of the Act (21 US.C.
.811(g) (1)), may apply to the Director,
Buregu of Narcofics and Dangerous
Drugs, Department of Justice, Washing-
ton, D.C. 205317.

(b) An application for an exclusion
under this section shall contam the
following information:

(1) The name and address of the

- applicant;

(2) The name of the substance for
which exclusion is soughf; and

(3> The complete quantitative com-
position of the substance.

(¢) ‘Within a reasonable period of time
after the receipt of an application for an
exclusion under this section, the Director
shall notify the applicant of his accept-
‘ance or nonacceptance of the application,
and if not accepted, the reason therefor.
The Director need not accept an applica-
tion for filing if any of the requirements
prescribed in paragraph (b) of this sec~
tion is lacking or is not set forth so as to
be readily understood. If the applicant
desires, he may amend the applicgtion to
meet the requirements of paragraph (b)
of this section. I accepted for filing, the
Director shall publish in the Feperan
REGISTER general notice of his proposed
rule making in granting or denying the
application. Such notice shali include a
reference to the legal authority under
which the rule is proposed, a statement
of the proposed rule granting or an ex-
clusion, or denying an exclusion when
he finds that the substance may not,
under the Federal Food, Drug, and Cos-
metic Act (21 TUS.C. 821), lawfully be

- sold over-the-counter without a prescrip-
tion, or that the substance is not non-
narcotic, and, -in the discretion of
the Director, a summary of the subjects
and issues involved. The Director shall
permit any interested person to file writ-

ten comments on or objections to the pro- |

posal and shall désignate in the notice of
proposed rule mgking the time during
which such filings may be made. After
consideration of the application and any
comments on or objections to his pro-
posed rule making, the Director shall is-
sue and publish in the FEpERAL REGISTER

" his final order on the application, which -

shall set forth the findings of fact and

RULES AND REGULATIONS

conclusions of law upon which the order
is based. 'This order shall specify the date
on which it shall take effect, which shall
not be less than 30 days from the date of
publication in the FEDERAL REGISTER un-
less the Director finds that conditions of
public health or safety necessitate an
earlier effective date, inr which event the
Director shall specify in the order his
findings as to such conditions.

(@) The Director may at any time re-
voke any exclusion granted pursuant to
section 201(g) of the Act (21 U.S.C. 811

9547

(g)) by following the procedures set
forth in paragraph (c) of this section for
handling an application for an exclusion
which has been accepted for filing,

§ 308,22 Excluded substances.

The following nonnarcotlc substances
which may, undar the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 301),
be lawfully sold over the counter with—
out a prescription, are excluded from all
schedules pursuant to section 201(g) (1)
of the Act (21 US,C. 811(g) (1)) :

Ixcrovoep Oven.He.Counter DRres

Trado namo er other o Compecition Mannfacturer er ler
designation pect PP
AMOAEINC e eeeeeccrnaanen Tablet: I’hcngbaxlita! dmchf am!nﬁp.-ymn 100 G.D.Scarle & Co.
;!: s raccphedrin, J ozide, 25 -
Bronkald 'I‘ab ct. I’hcnel:ubu 8mgz.; ¢ hedrinm ml!a’c 21 Drew Phammzeal Co., Ine.
x%u:!_.sa.n!e. ICO Omg.;: (hc«.-pbymno,
10.! mg H lhcny dlamine,
Bronkolixir, Jeeeeevneccncesons Blu uc*} Phenc!z:uhllal img 'ephmlmgmlb’c Breon Laberatoriss Inc,
mg.; g 1 gualacals! <e. omz.; thmp_;ymm .
mm E:u {ramine maleate, 1
Bronkotab: 'rab!cz ”’hs:no bltal.smg ephedr{neml.a'o. 24 De.
m ] a!e. 100 mg.; theophylline,
Beckman Buffer B-loueaeeaeae l’n&c!' DMh l Baxbltnrlc: Atﬁ. 154 gm.;s codlum  Spinco Divislon, Beckman
lcuz lb:.r tumxe. 10.32 gmﬁ (Ig ma%‘nh)ﬁcck- Instruments, Inc,
trophorects syotem),
Beckmaon Buffer B-2,.....eeenn I’odsct- Dl:!h l B:.rmmm I a, -.?;m . codinm Do.
dlclb§r1 barh tum!e, 1840 gm. (for usa vwith Beek-
Primatens. Topict: PY mx L 5 a:cﬁmar‘hcérmbmwm" Whitchall Labcraterles.
maten al cns sar ¢ 00 26 e c: cral
Tedral TabIct Phhsbarblial ey thpmphymno: P3mas Wornee Chiteatt
cphedrine bsdroch!cﬁdo,- Lahcraterfes.
Tedrol Antl-H...e.ueommmrecens Tablet: Plxcnﬁbarb(ml. 8 mg . ch!crptzen!mmlna Deo.
ma!dc;é%l :rﬁ" : theophiylline, 129 mg.; ephedring
1 o, 2
Tedral ene-half strength.o....o 'I‘:mlrx Plxcngbaxhltai: 4 mg s theopliylilne, C5mg.; Do.
phedring hydmc!xhdj 2me,
Tedral Pediatrlc Suspension... Suspans! zn (b ce) Phcnob:sxblta! 4 mg.: cphiedring Do.
ochloride, 12me.; theophy fiine, t.:vm,,.
’I‘edmlsupposnorles double Supm‘llf:} Phcnobarbital, 10 mg.. thecphymne. Deo.
th. Sma.s cphce.u'lne hydrochloride, 43 mg.
Tedmls&pposlwritsrmlar Supsrr lcry' ‘zcnab,,x‘l!sl!’[gl& ?ﬂ xj:g n‘thcapb;mm, Do.
cphied e, 26 mg.
Verequad 'I‘ab!:t Phcncb:ubl!a) 8ma.s tbcap‘:yuluc ca!dum Enoll Pharmazentfcal Co.
salleslate, 120 mg.: ephiedring hydm*h!czﬂc,
mg. .slscaslrual.:a te, 100m
Verequad Do.

Sasponsicn (6 ec): Phcnﬁb:ubua) % mg . theophyl-
lino calelum Pyh!e,&:mg epheﬁdn Far

o hydro-

chloride, 12mp.; glycersl gunLcala!o, Omg.

EXCEPTED STIMULANT OR DEPRESSANT
COMPOUNDS

§308.31 Application for exception of n
stimulant or depressant compound.

(a) Any person seeking to have any
compound, mixture, or preparation con-
taining any depressant or stimulant sub-
stance listed in § 308.13 (b) or (c), orin
§ 308.14, or in § 308.15, excepted from
the application of all or any part of the
Act, pursuant to section 202(d) of the
Act (21 US.C. 812(d)), may apply to
the Director, Bureau of Narcotics and
Dangerous Drugs, Department of Jus-
tice, Washington, D.C. 20537, for such
exception.

(b) An application for an exception
under this section shall contain the fol-
Iowing information:

(1) The complete quantitative compo-
sition of the dosage form.

(2) Description of the unit dosage
form together with complete labeling.

(3) A summary of the pharmacolozy
of the product including animal inves-
tigations and clinfcal evaluations and
studies, with emphasis on the psychic
and/or physiological dependence liabllity
(this must be done for each of the active

Ingredients separately and for the com-
bination product).

(4) Details of synergisms and ‘antag-
onisms among ingredients.

(5) Deterrent effects of the noncon-
trolled ingredients.

(6) Complete copies of all literature
in support of claims.

(7) Reported instances of abuse.

(8) Reported and anticipated adverse
effects.

(9) Number of dosage units produced
Tor the past 2 years.

(c) Within a reasonable period of time
after the receipt of an application for an
exception under this section, the Director
shall notify the applicant of his accept-
ance or nonacceptance of the applica-
tion, and if not accepted, the reason
therefor. The Director reed not accept
an application for filing if any of the re-
quirements prescribed in paragraph (b)
of this section is lacking or is not set
forth so as to be readily understood. If the
applicant desires, he may amend the ap-
plication to meet the requirements of
paragraph (b) of this section. If ac-
cepted for filing, the Director shall pub-
lish in the FreperaL REcISTER general
notice of his proposed rule making in
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granting or denying the application. Such
notice shall include a reference to the
legal authority under which the rule is
proposed, & statement of the proposed
rule granting or denying an exception,
and, in the discretion of the Director, a
summary of the subjects and issues in-
volved. The "Director shall permit any
interested person to file written com-
ments on or objections to the proposal
and shall designate in the notice of pro-
posed rule making the time during which
such filings may be made. After con-
sideration of the application and any
comments on or objections to his pro-
posed rule making, the Director shall
issue and publish in the FEpERAL REGIS~
TeER his final order on the application,

which shall set forth the findings of fact.

and conclusions of lIaw upon which the
order is based. This order shall specify
the date on which it shall take effect,
which shall not be less than 30 days from
the date of publication in the FeperaL
ReGIsTER unless the Director finds that
conditions of public health or safety
necessitate an earlier effective date; in
which event the Director shall specify
in the order his findings as to such
conditions.

(d) The Director may at any time re-
voke any exception granted pursuant to
section 202(d) of the Act (21 U.S.C. 812
(d)) by following the procedures set
forth in paragraph (¢) of this section
for handling an application for an ex-
ception ‘which has been accepted for
filing. .

§ 308.32 Excepted compounds,

(a) Ontil criteria are adopted by the
Bureau by which the Director may de-
termine whether to except any com-
pound, mixture, or preparation contain-
ing any depressant or stimulant
substance listed in § 308.13 (b) or (¢), or
in § 308.14, or in § 308.15, from the ap-
plication of all or any part of the Act
pursuant to section 202(d) of the Act
(21 U.S.C. 812(d)), the drugs set forth in
paragraph (b) of this section have been
excepted by the Director from applca-
tion of the sections 305, 307, 308, 309,
1002, 1003, and 1004 of the Act (21 U.S.C.
825, 827-9 952-4) and of § 301.74(d) of
this chapter for administrative purposes
only. The excepting of these drugs by the
Director should not be construed as an
adoption or rejection of the criteria by
which these drugs were originally ex-
cepted. Any deviation from the quantita-

. tive composition of any of the listed drugs

shall require a petition for exception in
order for that drug to be excepted.

(b) The following drugs in dosage unit
form, and any other drug of the quanti-
tative composition shown below for one
of the following drugs or which is the
same except that it contains a lesser
quantity of controlled substances or
other substances which do not have a
stimulant, depressant, or hallucinogenic
effect, and which are restricted by law
to dispensing on prescription, are ex-
cepted from the application of sections
305, 307, 308, 309, 1002, 1003, and 1004
of the Act (21 U.S.C. 825, 827-9, 952-4)
and of § 301.74(d) of this chapter:

EXCBPTER PRESCRIPTION DRUGS -

Trade name or other Composition Manufacturer or suppller
designationr .
AEA : Tablet: Amobarbital, 25 mg.; aminophylline, 120 Hsack Laborhtorles, Inc.
mg.; ephedrine hydrochloride 25m: me. <
Alased Tablet: Phenobarbital, 162 mg.; homatroplno Norgine Laboratorfes, Ine.

methylbromide, 3.6 mg. aluminum hydroxide

Fr atroplna

ol, dried, 7)4 gr.; magnesium trisilicate, 234 gr.
Aldltex TSblot: Phenobesbital. 4 suf
R calcium mrbomata

fate, }6000 Paul B, Elder Co., Inc.
BT magne um carbon-

ate 234 gr.; cerilum oxalate
Algoson Tallallet 3}3&1tabarb1tal sodium, 7 5 mg.; acetamino- McNell Laboratorfes Inc.
Alhydrox. ceeeeceececacavannan Tablet Phenobarbltal Vgr aluminum hydroxide, Physicians Supply.
& gr.; atropl sulfaw 0 gr.
Alkasans Tablet: Phenobarbltal 80 mg . atropina sulfate, P.J. Noyes Co,
0.06 mg.; kaolin-alumina ge %
Alsleal Powder (€0 gr.): Phenobarbital, % gr belladonna Dorsoy Laboratorles.

extract, 34 gr.; calelum carbonate, 2% gr.; magne-
stum trisilicate, 15 gr.; magnwium oxide, 10 gr.;
aluminum hydroxide (;ol drled, 10 gr.
Alubelap, Tablet; Phenobarblital, smg .alumlnum hydroxide Haack Laboratorles, Ine.

gel, dried, 300 m;
Aludrox SA Suspension...-.... Suspemion I oc§ B

“~
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ExcerrRd PRESCRIPTION DRUGS--Continued

Hmg.

v

Trade name or other Composition Manufacturer or supplier
designation .
Alndrox 8A Tablets. ... — ’I‘g.bls.?'g: Butabarbital, 8 mg.; ambutentum bromids, Wycth Labomteorles.
Algdsg, Tablet: Phenobarbital, 35 gx;: lomiown bydrotda Noreal Labsmatortes, Inc.
ed, 234 gr.; magncsinm txwxmtc, pa 7 X
fiadonna feaf eximct. ar.
Alumazen........ S ——— 'rnb!et. Phwohaxh!ml. 8 gy ntmphza mx!mc 0.':#3 TLa Zemmer Co.
b;dxoxida o Geed. 05 mig Cotivirin podiu:
.A.‘Imnlnmn hydmxlde.mug~ Tab!eglf’.heuobarblm! %sr..nlum!nnmb droxids, Buflals Pharmecentfcal
andkeolin  2gr. magnesium trisilicat 04 gx‘.. kcolin, mua'd:u. Bupply Corp.
ampg eegglbarbi&l pnd 2gri acmpmasmmm, 3530 BT, )
bar dmx with Pheno- ‘I‘ab!et.a}’heuobarb!ml. 15 mf:a,'l nmlng.pgy},uuo. 01 TEka8 B, Maonzill Co.
A%!iﬂngdmx—l‘nrm with Pheno- Tab!et: Phembnrglm 15 mgd %n;&u:‘ag!;gums, 20 ~ Do.
o wntd TR
Aminophyliineand Amytal.... Capsuln Amobarbital, 3’.' mg.c aminophyiiine, 01 EULUly Co.
Apiaophsiline with pentobar- Sx%%os!wry' Pentobaubital rodium, 109 mg: G.D.Searlad Co,
Aﬁinopbymne and phenohar- Tnb!et. g“;xwobaxblmxﬁgis mgs amisophsliioe, 160 Tha Zemmer Co.
Do. Tablet: Phenoharbital, 3¢ gr.s omizophyiline, 100 Tka Blus Lina Ckomieal Co.
Aminophymne with pheno- Tn:;;éot. FPhenobarbital, 16 mg.; aminophylling, 100 nig:g: Dubin Labtomatest:s,
Dn 'mb!et' Phenobarbital, 15 1g.; sminophylilne, 100 (. D, fearla & Co.
Do '.l‘ub!et. Phenobarbital, 15 mg.; sminopbyilice, 290 Do.
o8,
Aminophyliine with pheno- ‘I‘ab!et. Phenobarbital, £0 mg.: aminophyilive, 200 Do.
Amobarbital and PETN...... C%;!mleu&mobnxbm! , t0mg.; pentoerstbitol tetro-  Moyer Laboratarlcs, Ine.
Am;:ﬁvmx with Bgtﬁ%aglm ng!ct. 'iButa!mb!ml fodium, 15 mg.; seopelamins  Paul B, Elder Co,, Ine.
othylal
.Axgé)dyimx wéth Butabarbital lgli; (gn cect. fnumb:iblm! sodium, 101mz.: roopolae Do,
- 1] ¥
Amsed (NAP-37) - .orevennnnn. Toblet: Phenobarbital, If gra hyoceins Lro- Nerth American Pharmacal
(A7 m!de,mOOﬂmgﬁ,m m; einofs%bm 0.8 mi.drgsw- Inc, '
ASOAYRE. e emeemeemmemenmen Talget. Phenobarbita) 5’»'{ = ’::c'li;m;,bcmam Poul B, Eldzr Co., Ins.
o ]
Aptadia No, 3with Pheno-  Tablet: i’beno’imgm. 3§ s BUDPIOS :uibte. 14:0 Msyersand Co,
barbital and Atropine, .. a\! am earbonate, b gr.¢ magnesium bydrox-
Antispasmodic....ccoen--. ————— Tab!et F urp!e)- Phenobarhital, 162 mas hyossya- Hydrex Co., Ine.
. , 0.1037 mp.: bom!mp!m me lbro-
xn!dc. »"7 mg.. hyozcing bydrobromide, 0
Antispasmodic-Enzyme...... ’rnb!et. thobarbita!. 8.1 mg.. hyestyamine ral- Do.
fa! w mg.; homatroping mo glbmmld:.
0.2885 .. byoscg!uo Wbmm!dn. O3 ma;
ADHO0O]n e eeenmecemvamamenen TABIGE OF mpsue- Fhanob: barima!. 1§ my: otropine W, P. Posthress & Co,,
sulfate, 0,324 mg.; calloida.l culfur, ..m.,. Ing,
Aqualin-Plus, Children.....n- . 8 rPeos!wW' : Pentobarbital sodlum, 35gr.; theophisl T Wm. A. Webster Co.
Aqualin-Plus No. Lowemsenneren ng;,péﬁlwry- Pentobarbital rodium, 2§ grs thee- Do,
Aqualin-Plus N0, Zeeerervannen Eup ph uine gr totmbun! sadium, 132 gr.; theo- Do.
Aqualin-Plus No. 2A.nsever.. 58 pg}mﬁ!m's; ‘Pertobarbital rodium, ¢ gra tho- Do
Asmabar. ... reeennan amm——— Tnbieth?utaéarbnal 2 nxzf eph:flrina ullite, 25 ThoBleaLins Chomienl Ot
Asmaeol.ee oo weveemnnn e TORE DoarDaE 5 it gy flins, 163 T3 Vals Chamicat Co,, Ine.
cl’ﬁ" pbenﬁlpmpanohminq hs%?ghwrlde, ..ax:%g..
dmxlde gol, dried, 0 mg..' E::zznzdum lxunme,
greas Mod!ﬁed with ’l‘ub!et. Phenobarbital, 0,008 gm.; scoctylalicyells P, J. Noyes Co.
Atxopal..--.-.--.-.----........ ‘Ihb!et. Ph%&bnxblm 34 gr.t stroping eulfate, 340 Mamnckmdt Chemlcal
. dmxﬁ%gn%ﬂdrt mtc 235 gr.; sluminum hy-  Werl
FXaua) ) — - 1|1 T4 l’ben'oh:u i'tnl 16 mp. ntmp!m rulfste, 012 Tha Zemmer Co.
gﬁ? mns;ncs!uxn mslumr.‘ Q5 pm.; raecharin
Bantbing with Phenobarbital... 'mgm z*neuomxmm 15 mg.; methantbelie bro- G, D, Searla & Co.
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RULES AND REGULATIONS

ExceprEd PRESCRIPTION DrUas—Continued

Trade name or other Composition Manufacturer or supplier
designation
Barbatro No. 1o ccvceceacncs Tablet: Phenobarbital, 15 mg.; atropine sulfate, The 8. E. Massengill Co.
‘ .12 mg,
Barbatro N0, 2. ccecevecemcaeen T%bzlgt' Phenobarbital, 15 mg.; atropine sulfate, Do.
Barboloid Tablet: Amobarbltal sodium, 20 mg.; hyoscyamlne The Valo Chemical Co., Inc.

sulfate, 0.125 mg.; hyoscine hydrobromids, 0

my.; homatropine methylbromide, 0.5 mg.
Barbldonna Elixir. ...ceceean.. Elixir (5 cc.): Phenobarbital, 16 mg.; hyoscvamlue

sulfate, 0.1235 mg.; atmpine sulfate, 0.0250 mg.;

scopolamine hydrobromlde, 0.0074 mg.
Barbldonna Tablets. cemeeac.-. Tablet Phenobarbital, 16 mg.; hyoscyamine sul!uta

0.1286 mg.; atroplne sullate, 0250 mg.; scopolk

amine hydrobromlde, 0.0074 m;

Barboma Elixir__......., R Elixir (100 ce.): Phenobarbltal 0. 4 gm homatropine
methylbromide, 33.
Barboma Tabletseeecccaaaaae T%blet kll’he;x}obarbltal / gr.; homatropine mothyl-
TOm
Bardase ’I‘ablet or ellxir 4 cc.): Phenobarbltal 16.2 mg.;

hyoscyamine sulfate, 0.1 mg.; hyoscine hydro-
bromlde, 0.007 mg atropine, 0.020 mg.; Taka-

. astase, 162.0 m
- Bar-Don EBxIr e e cacaaaee Ellxir (3Dcc) Pbenobarbltal IOOmg oscyamlno

hydrobromide, 0.60 mg,hyosclna ydrobromide,

0.042 mg.; atroplne sulfate, 0.12
Bar-Don TabletSeceoumman---- Tablet: Phenobarbltal 16.670 mg .+ hyoscyamine
hydrobromide. 0.10 mg.: hyosclne hydrobromide,

, 0,007 mg.: atropine suifate, 0.020 mg.
Belap N0. 0 - oo ececvaccace 'I‘%blet Phem)barbltal 8 mg.; belladonna extract,
Bolap No. 1o eeoomomeeanlanee Tablet: Phenobarbital, 15 mg.; belladonna extract,
mg.
Belap Ty-Modo o eeecamanaaes T%blei:u dAmobarbltal 50 mg.; homatropine methyl-
Belladenal..ooeoooecnccaocacanns Tablet: Phenobarbltal 50 mg.; bellalollne, 0.25 mg.
Do. Elixlr (15 ce.): I’hanobarbltal, 15.6 mg., bellafoline,
Bellatol Elxit e cmemeceaencaeae Elti)xéllll (gec ) %utabarbltal sodium, 20 mg.; tincture
cc.
Bellergal o ccemecioccccencocean Tablet Phenobarbltal 20 mg.; ergotamine tartrate,
3 mg.; lovorotawry alkaloids of belladonna, 0.1
DOemccaccenencecne-, PO 'I‘ablet Phenobarbital, 40 mg.; ergotamine tartrate,

0. 6 mg.; levorotatoxy alkalolds of belladonna, 0.2 .

Ellxlr (4 c¢.): Phenobarbital, 15 mg.; vitamin B, 1.5
mg,; vitamin Bs, 1 mg.; vltamln Be, 0.33 mg.;
vitamin Bis, 1 Gﬁmg niacinamide, 10 mg.; panto-
thenol 0.2m : belladonna alkaloids, 02mg

Boxadonna. ceceeeeoocmeeeccaan Tablet: f’henobarbltal 16 mg.; homatropine mothyl-

bromide, 10 mg.; hyosclne hydrobromlde, 0.0065
mg.; hyoseyamine sulfate, 0
Bilamid6. cceccemcmecnacceeeann Tablet: Phenobarbital, 34 gr drled ox bile, 2 gr.;

Beplete with Belladonna
Elixir,

dehydrocholic acid, 'y gr.; fxomatroplna methyl-
romide, 14s gr.
Binitrin Tablet: Butabarbltal sodium, 15.0 mg.; nitroglyc-
erin, 0.3 mg.; pentaerythrltol totrani tmbe, 10.0 mg.
Bioxatphen Tablet: Phenobarbnal 8 mg.; atropine sulfate, 0.08

Jlnzg ; blsmuth subnltraw, 1% mg.; cerlum oxalate,
mg.
Capsule Phenobarbital, 3£ gr.; bismuth subgallate,

- Bismuth, belladonna, and
phenobm-bita extract belladonna leaf, 35 gr.
Buffadyne A-Bea.oocameeauas 'I‘ablet- Amobarbital, 15 mg.; aspirin, 300 mg.;

phenacetin, 150 mg.; caﬂeine, 30mg., homatroplna
methylbromlde, 23 m%‘ aluminum hydroxide
a%neslum ydroxide, 45 mg.
Buffadyne with Barbiturates.. Tablet' Secobarb tal sodfum, 8 mg.; amobaxbltal
& asplrln 300 mg.; phenacetln 150 m

mﬁe 8 mg.; alumintm hydroxide gel 75 mg.,
magnes! lum hydroxlde 45 mg.
BUNesIS. e e cceeeieccennan Tablet: Butabarbital sodlum, 10 mg.; homatropine
énogthylbromlde, 2.5 mg.; magnes um hydroxide,
Buren Tablet: Butabarbltal 16 mg.; phenazopyridine

hydrochloride, 150 mg.; scopolamine hydrobro-
mld 0.0065 mg.; atropine sulfate, £.0194 mg.;
scyamine sulfate, 0.1037 mg.
Burrlzem Tablet. Butabarbital’ sodium, 10 mg.; reserpine,
mg.; rutin, 20 mg.; mannitol exanltrate 301mg.

Butabarbital and hyoscya- Tablet or elixir (5 cc.): Butabarbital, 15 hy-
Tnine suliate. sum§ 5125 e Ay
DO e incsmeceaane (J:la)psuls_’5 62 Butabarbital, 45 mg.; hyoscyamine sulfato,

.375 mg.

.

Mallinckrodt Chemieal
Works.

Do.

The Blus Line Chemlcal Co.
Do,
Parke, Davis & Co.

Warren-Teed Pharamacou-
ticals Ine.

Do.

Haack Laboratorfes, Inc.
Do.
Do.

Sandoz Pharmaceuticals.

0.
The Zommer Co.
Sandoz Pharmacouticals,

Do.

Wyeth Laboratorles.

Bexar Pharmaceut!ecals,
Norgine Laboratorles, Ine.

Tlllo Valoe Chomical Co.,
Tho Zemmer Co.

The Bernard Co.
Lemmon Pharmacal Co.

Do.

McNeil Laboratorles, Ine.
B. F. Ascher & Co., Ino,
Tho Zemmer Cos

McNeil Laboratorles, Ino:
Do:
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RULES AND REGULATIONS

ExCEPTED PRESCRIPTION Drrcs—Continued

Trade name or other Composltion
designation

Afsnufacturer or supplier

h23: 1411 'I‘nblet or elixir (6 ce): Butabarbital exdlum, 15

M s belladonno extroct, 15 mg. (hsescyaming
sulmb:- 0.133 mg.; hycscino hydrobremide, 0027
m§ pino sulfate, 0.057 mg.).

Butibel ReAceccececcececenen 'I‘a et Butabarbltnl s:d!um, 3) mg.; belladenna

tracet, 30 mg.
Butibel-Gel Suspension........ Suspcns!c-n as ce.) Butabarbital eodlum, 7.5 mg.e
belladenna extract, 7.6 mg. (total olkalo!ds 0187
mp.); ectivated attapulgite, L. mg.; p':cun. 5 mg.
Butibel-Gel Tablets........... ’I‘nblet' Bumbarbita! sodium, 7.5 mg.; brlladeana
extroet, 7.5 mg. (total alkalslds 0.0905 s 3H
activated ottapulgite, w)mg., pc~un. 45mg
Butibel-Zyme. o c e vceeccmeeee Tablet: Butab:ublm! sodlum. bcn:.drmm
extract, 15 mg. (tolal ulk:.\!o‘d.s 0.157 mg.); pro-
teolytic cnzymo stnndnrdlx.ed 10 mg.: nms'lg!s't!a
enzyme standardized, 20 mg.; ‘cllule 15t ~cmzyma
smndmdlzed 5 mg.: W) lyt!e £52;
5 ized, 100 mg.} fron ox bily (U'.’;clm aw]j.mmg.
Butigetic 'rnblet.: Bumbarbltal sod 15 mg.s
ggp en, 200 mg.; phcn..eclln, 19 m3.; m!!dno,

Caflergot P-B.cecrecmenccmnncan '.l‘ublet.. Phcnobarbital sodlum, S0 mg.; crga!amlna
. 1mg.; mﬂdne, 100 mg., lcvm!amry

lo!ds of belladenna, 0.123 mg.
DO0.cccreccccccocncccravsen Suppos!wry Pcnto arbital, 0 mg; ergotaming
trate, 2 mp.; mﬂdno, ' 100 mg.s leveratatery

. ulknl ids of do; 0.25 mg,
Cal-Ma-Phen ooeeeociaaaaaen 'I‘nblct: Phenobarbital, 34 gr. c:ﬂdnm-cs:bcm!o,
nmgue.slum ydmxldc, b gr.; atropinosullate,

Cantﬂwith Phenobarbital.... 'I‘an\ly}gt. Phenobnxblta! 16 mg.; meponzelate bro-

25 1mg.
Carbonates No. 3 with Pheno- Tablet: Phenobaxblm! 8 mg.; atropinag sullate, 011
barbital and Atropine. mg.; calddlum cub:;nnu- 224 & magncsium
caxbonnte, 160 mg.; :meuth subearbonate, 32 mg.
Cardalin-Phen. . Tablet: Phenobarbital, s aming hylllne 8 gt
nlnmlmﬁun bydroxido g§ dried, .' 3% o benzo
Cardilate-Poccececemenncnncann ’l‘tgg%:. liah%rxiob:\rblta!, 15 mg.; crythrityl tetrand-
R mg.
Cholaracs Tablet: Pentobarbital, 27.5 mg.; extriphyiline, 260
- mg.; racephedrine, 20 mg.

CO-Elorine 25. .2 cccecencncnnns Capsule: Amobarbita), 8 mg.; triryelamel chlorido,

25 mg.
Capsule' Amobarbital, 18 mg.; trieyclamel chlerids,

100 mg,
Cold Preparatfon, Speclal..... Tablet: Phenoharblm! 8.1 mn. chlorphicniramine
' m 2mg. ps:udocp hadird! : nl?échhdl,,tﬂ
. lamlde, powder, L‘m p i+t ]
Covadll. coeeennnen... S, ’I‘ablet. %gﬁbarbim sodium, 20 mg.; pontacrythe

. Titol trate,
Dactil with Phenobarbital.. .. Tal alet' Phenobaxblm!, 16 mg.; piperidelate hydro-

chloride, 50 mg.

Dalnite Tablet: Pmtobarbl!al sodlum, g( . amln"phymnﬂ,
3 gr.; ephedring bydrochlorld umlnmn
hydroxide gel, dl‘ , -}ﬁ

ha7:01 (117:% 2 'I‘ablet. Phcnobarb tal, 34 gr.; nmlnc;phymn BdF
ephedrine b 1de, um fodide,
5 gr; a!um&um hy do (;J dded, 2)5 gri

Dalnite Night Tablet: Ph = ‘mrblm!, Bﬁgr., pcntob:xbua!sodmm,
)g] gr&ggimo ylllne, [+ alﬁm!mun droxide

DaHCOn PB v eeeeeneemennnnen Tabm. thohax&:tm. oo eayphencyellmins

DIatraegS. cacammcececcecssean ’I‘ablet. D lbarh!mrlc scld, ¥ gr. nlkxo;:ly“cxin

tmegus 1450 g+ so(flumnl te,lgr:.tln‘gtx'xm crataegus, 2

B31:01 6 )31 o1 T Tablet: Diallylbarbituric acld, 3 5% atroping sul-

me. S00Br.S um carbonate, 234 . ca!dmn
JooeeTs msgue;:zlm“ subwbé Ster

nate, 3
Dilantin with Phenobarbital.. Cspsule. l;h‘enobsrﬁ!tal ¥ gro; dlphmylhydsn!oln
gm.
Do. Capsu!e. Phenobarbltal 3% gr.; diphenylhydantsin
Dolonfl 'rab!et: Bum&lm 15 mg.; phenazepyriding hy-
c'dm.hl.3 oride, !Hng.. hyoseyamine bydrobremide,
Donsbarb. '.I:‘m:olenf:g Phenobarbital, 3¢ gr.; powder cxtract bella.
donns, ¥4 gt

28Leell Latgratorics, Ine.

-

Sandez Pharmecentloals.
De.
Fhy:!:Aans Supply Co.

Lakeslda Laboraterlss, Ins.
P. Y. Noyes Ce.

Mallinckrodt Chemtzal

urronghs Wellzoma & Ce.
(U.S.A. Inz.
20 Worner-Chilestt
Latematories.
Ef LIy and Co.
Do.

Enight Pharmacal Co.

Tha Bluo L!no Chem!zal Co:

Lakes!ds Labicratosies, Inc:

Aallinckrodt Chem!eal
YWorks,

Do.

Do

Pfizer Laborateres.
Buflipgten's, Ins.

Do.

Parke, Davis & Co.
Do.

Wamer-Chilestt
Laboratories.

Paul B. Elder Co., Inc.
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RULES AND REGULATIONS

Exceprep PRuSCRIPTION DRUGS—Continued

Trade name or other Composition . Manufacturer or supplier
designation
Donaphen, New Special Dona- Tablet: Phenobarbital, 15 mg.; atropine sul!ate, 0.024 Burt Erono Co.
phen. mg.; scopolamine ydrobromlde, 0.0072 mg.; hyos-
cyamine hydrobromide, 0.128 mg.
Donns-Sed BUxle.eero.o...... Elixir (5 cc.): puenobarbitax 16.2mg.; hyoscyamine North Amerlesn

hydrobromlde 0.1037 mg.; atropine sulfate, 0.0134  Pharmacal, Ino.
1.; hysocine ydrobromlde, 0.0085 mg.
DONNASEP.eeemmmrecaancenannen Tablet' Phenobarbital, 8.1 mg X phenazopyridine hy- A.H. Robins Co., Ino.
drochlorlde,500mg methenamine mandelate, 500
mg hyoscyamine sulfate, 0.0519 mg.; atropino sul-
0.0097 mg.; byoseine f:ydro bromide, 0.0033 mg.

Donphen Tablet Phenobarbital 15 mg.; h oscyamfno sul!ato, Lemmon Pharmacal Co.

(Oh_ .1 xglg m? ropina sulfate, 0. 02 mg.; scopolamine by-

obromide,
Dormitol-HM. .. eeoeeaanae Tablgt I;Bembarbmtlfygr homatroplnemethylbro- Buflington’s Ino.
4 T, stron
Dynspin with Phenobarbital.. Tablet Phggglgalrttnézalhlii mtg" nitroglycerln, 0.5 mg.; Koy Pharmacal Co.
ol tetranitrate,
Elmaloin with Phenobarbital.. CaPsule. Phenobarbltal, 15 mg.; dlﬁlenylhydantoin Paul B. Elder Co., Ino.
Ephedrine and sodium Tablet Sodlum phenobarbital 3 gr; ephedrino sul- Tho Vale Chemieal Co.,Ine:
phenobarbital. fate, 34 ir
Eph%ndﬂnobe il?ltgta and Tablet! P enobarbital 15 mg.; ephedrine sulfate, 26 The Zemmer Co.
p ar N

Egaodrlna with Pheno- Tab‘llot: Phenobarbital, £ gr.; ophedrlne sulfate, 35 gr. P. J. Noyes Co.
Ercafital ) T%l-)slet' Phc:xg)barbggl 7.5 mg.; ergotamine tartrate, ’I‘ho Bluo Line Chomieal
Ethrava-trate. coeemceemeannnnn Tablet: Mephoba:i)m 10mg, ; pentacrythrityl totra- North Ameriean

nitrate, ethaverine ydroc Ioride, 30 mg. Pharmaeal, Inc.
Eu-Phed-Amin...oceomeaeean.o Tablet: Phenobarbital, 20 mg.; aminophylline, 0.1 Warren-Teed Pharma-

4 gm., ephedrine sul!ate, 30 mg.; extract euphorbla,  ceutlcals Inc.

Eu-Phed-Italeeemoeecaaane.. Tablet: Phenobarbltal sod{um, 30 mg.; ephedrine sul- Do.

fate, 30 mg.; extract euphorbia 0.12 gm.
Fensobel Tablet: Phenobarbital, 8.1 mg.; belladonna extmct United Btates Vitamin &

2.95 mg.; aluminum hydrochloride gel, drlcd, Pharmaccutical Corp.

mg.; magnesinm trlsﬂlcate 63mg.,b!smu subear:
. bonate, 32.5 mg.; magnesium car nate, 252 %
- p&cipltﬁgg calcinm carbonate 203.5 ﬁg H
8, mg. .
Franol - Tablet: Phenobarb ta), 8 mf theophymne, 130 mg., Winthrop Laboratorlea.
: benzylephedrine hydrochloride, 32
Homechol. veveeemmeeccocaanns Tablet Pentob bital sodium, 8.0 mg. ,thatroplno Lommeon Pharmacal Co:
methylbromlde 2.6 mp.; dellydxochollc acld, 60, ,
Tng.; ox bilo extract, 160.0 mg.
Homopent.. e e ecemeeecmencens Tablet: Pentobarbital sodfum, 156 mg.; homatroplno Lemmon Pharmaeal Co:
methylbromlde, 2.5 mg.; magneslum trisilleate,

300 my
H-P-A (Modlﬂed).. ............ T:lslblet- Phenob;;bltal 3£ gr.; aspirin, § gr.; extreet  Palne Drug Co.
05
Tabler Phenoba.rbita! 15 mg.; hyoseyaminosulfate, The 8. E. Massongil Co:
0 1277 mg.; atropine sulfate 0.0233 mg.; hyosclno
hydrobromidse, 0.0034 m

Hybephen.

Hybephen EUTI oo Ellxir (6 cc.): Phenobarbltal 15 mg.; hyoscynm!no Do.
sulfa L1277 mg.; atroplna sulfate. 0.0233 mg.
hyosclne hyd:obromlde,
Hydrochol PluS. ccceeuveecanan Tablet: Amobarbital, 16 mg.; dehydrocholic ac!d Paul B. Elder Co., Ino:

201413 mgs scopolamlne methylnitrate, 0.8 mg.; ox
Hytrona Antispasmodic Elixir. Elixir (5 ec.) Phenobarbltal 18 mg.; belladonna Pitman-Moores

+ glkaloids,
H%tzgﬁs.Antispamodlo 'rat.)zlet Phenobar‘t!»ital 16 mg.; belladonna alkalolds, . Do.
'able
Tlgealm Tablet: Mephobarbltal 30 mg.; methscopelamine Warren-Teed
nitra 5 mg.; d-caleium pantothenate, 25 mg. Pharmaceut!cahlnc.
Isordll with Phenobarbital..... Tablet henobarblta] 15 mg.; isoserbide dinitrate, Ives Laboratories Inc.
Isufranol. e caccccecacnaanann Tab]et. Phenobarbltal 81mg.; theophyliine, 130mg.; Winthrop Laboratorica:
lgﬁlnz:ircl‘ephgdﬂne, 32 mg.; isoproterenol hydro-
or!
Tsufranol, MUd_ ... Tablet: Pixenobaxbltsl 8mg.; theophylline, 130 mg.; Do.
Bﬁlnzsl’(liepléedrlne, 32 mg.; Isoproterenol hydro-
oride, 5 m,

Isuprel Compound Elixir______ Elixir (15 cc.): Phenoba:bita! 8 mg.; Isoproterenol Do.
N . hydrochlo de 2.5 mgy ephedrin sul!aw 12 mg.;

theop! 45 m, otassium fodide, 150 mg.
Kaphebel Tublei{ Pllfgne'tl;lmilég%l;;g gr.; belladonna root, 3% Paul B. Elder Co., Ins
; kaolin collo
Kanumodic Tablet° Pentobarbital, 28 mg.; methscopo!amlna Dorsey Laboratorfeas

nitrate, 2 mg.; collulase, 9 mg.; pancrestin, 500
glutamlc acld hydrochloride, 200 mg.; ox b! o
extract, 100 mg.; pepsin, 150 mg.
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RULES AND REGULATIONS

Exceprep Prescrierioxy Daves—Continued

Trade name or other Composition Alpnufacturer or supplier
designation
Kavatrate Tablet: Phenobarbltal sodlam, ¥ gr.; veratrum Eey PharmasslCo.
vcdd&ﬁ gr.wnl!‘snl:lc é‘ﬁ s hawthom tincture,
Kie with Phenobarbital........ Tablet: Phenob:rbua!, 16 m;:.. psta_lnm {3d1ds, TaczrIne.
40) mg.; ep edﬂnnmlh o,
Xiophyllin oo ceeccccmmcacnee ’l‘ublet' Phenobarbital, 156 mg.; mn!nop!z;lm'x, 113 Q.D.Ffeartla& Co.
potassium lod!de, 125 mg:
Suspenslon (Gea): Phcnnbaxtlla!.Smg.. theophyle Afallinekredt Chemicl
lllne, 50 mg.; {xgmdx‘lno bhydrechloride, 12 mg.;  Werks.
glyoery] IR
Lu.ttodn’rablets ............... Tnb!et' P cnobarbita, 16 me.. thcaphymne 100 Do.
mg.; 0?3 ‘cdrine bydr'ochleddé, 24 m g!;'w'}l
B 41 47 1113 ) Tnblet. Phcnobaxbﬁal. 16 m;:.. lulyllln (dyphyl- Do.
line), 100 mg. .ephcdrino hydrechloride; 16 mg.
Magneslum hydroxide-pheno- Tnb!et. Phenobarbital sodium, 15 mg.; magnesium  MeNcll Lateraterics, Inc.
barbital compound. & x.(de, 300 mg.; otropine sulfdte with nro-
mn cs, 0
Malglyn Compound. . ......... Tablet or sus; n_lon (5 cc.): Phenobarbital, 162 Brayten Pharmaceatizal
vn Gompo mg,bemo‘x’fmmxmm s, 0162 m; dibyidtosy ~ Co.
aluminum amincacetate, 0.6 gm
MannipheN.ececeecocaracccnan Tcx;ll::let. Phenobaxblml, 16 mg., mannitel hexae ’I’lxiﬁ\v'n!o Chemteal Co.,
. o
Manniphen with Rutin........ Tnbt!;:;.w%henobmbgltg!. 16 mg., mannitel here Do.
.3 T
mgmw&mmw with 'I'ablet. Phen?garblm!, pr ] mnnltal hemanitrate, P.J, Noyes Co.
eno
P Do. 'rnb ct' Phenobarbita), 1§ gr.; mannito) kexanitrate, 'rléa Blus Lirna Ckemical
0.
Maxitol Tub!et. Phenobarblla!. 15 mg.; mannitel kexante Burt Krona Co.
rutin, 15 mg.; asoorbic acld, 15 mg.
MeprapePhenobarbital......... Tnb!et!. Pl;eembaxblm!, 10 mg.; pmmcuzssuul dl~ Reced & Cararick.
oplona!
MeSOPIN-PB.ee e oeeeemcanenennn Tfﬁx& or eimr (6 ¢c.): Phenobarbital, 15 mg; Endo Laboraterizs Ine.
troplnnmclh)lbrem! e, & mg,
Metamine with Butabarbital. . Tnlﬁ!net. Butalmbltal, 10.2 mg.; tmln!tmla phose Plizer Lateratorics.
Do. Tnl;llgt: Bumtmblml 48.6 mg.; trolnltrats phose Do.
Mexal: T%llﬂet. Palgenobaxmml, 16 mg.; mannitel hexae Tha S. B, Mecronsiil Co.
mg.
MIprem-200.caccceceommecnaenn ’rablet. e rob:nmato ) mg. Conjugated Estro- Wallzee Pharmaccatieals,
Miprem—400..c ceeecmemcmceacen Tublet: !&e rotéa:mw 40) mg. Conjugated Ectro- Do.
MIpath-200. cceunccacencanns! e Tnblet. Mepro!nmnm 29 mg. Tridihcxethyl Chlo~ Do.
Milpath-400. ... .- ’r::}ﬂet' Meprobsmato 4% mg, Tridihcxethyl ch!o- Do.
de
MAtrate-10 e cevcnccrcamcans Tﬁb&i@ M?p%oh:\mntoﬁi‘)mg Pceatacrythritel tetroe Do.
MItrate-20 cceeceeememmncecosa 'ranl;let. Me pmlnmﬂto 20) mg. Peatacrythritel tetroe Do:
Monomeb. Tablet'Mephob:rblml,o.mg poathicoatobromide, Winthrop Lateratosfzas.
Mudraus. Tnblet.l’henobaxhlml 2l mg.s poL..Jum!@.\l.!o, 105 Wm. P, Poythrets & Co.,
chs: nm!nophylunc, 130 mg.; cphcdrine hydro-  Xpo.
o
Mudrans GG RBlixir...... R (6 cc.) Phenobarbital, &4 mx.. umrhyl- Do.
llne 20 mg.. ophcdrlna hydrochloride, 4 mg.;
{@fy guafacalate, sc;.&f
Nactisol Tnbglt; lsmabaxmml um, 15 mg; peldine MeNefl Laberateries, Ine.
Natrona Compound...cceenea- ’I’nblet. Phenobaxblml, 15 mp.; extract hawthern Tho Zemmer Co.
ng extract mis foe 5mg.,w.nnm
nltxiw mg.; sodl b!mrbonnie Em.
Neothola concccacecrcncancan Tablet: Phenobaxb!tn!, 8 mg.; da:hydr olls acld, Pltran-Mocre.
wm b{lgex ¢, 15 mg., hcumtmpms)mc!hyl-
Nergestic Tablet: Phanobaxbltal 8 mg.. ntmr!no salfate, 010 Tho 8. E. Maczensill Co.
- ostum trisilical
Nitrased Tnb?et. Eecobarbital, 16 mg.. nltxmlswin 04mg.s Lemmon Pharmaeal Co,
pentaerythrit lwtmnl smg,
Nophesan Tablets.aeceuencaaan ngget. Phcxmb:ubltn! 8 mg., nccxyls:!kyl!n oeid, P.J.Noyes Co.
Novalene, Tnblet.%:’henobsrblm! 10 mg.; ephedxinosulme.ﬂ Lemmon Pharmacal Co.
iné potassium lodldo, 162 mb calclum lactate, ™
[03 43139 315 29 : JNUR Capsule Phenolmh!m!. 7.5mg.; belladonnaextract, Xves Latoratores, Xne.

7,5 m;: .+ dehydrochlols acld, 3‘.mg. decexyeholle
2me.; ox bile ox(racz.tums. corbitan mono-
oleaie 169 mg.; olelo neld, 150 mg,
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RULES AND REGULATIONS

FxCEPTED PRESCRIPTION DRUGs—Continued .
Trade name or other . Composition Manufacturer or supplier
designation . 7 A

Paminal EUxir e occacaaace Elizir (5 cc.): l’henobarbital 8 mg.; mothscopol- The Upjohn Co.

amine bromide,
Pamine PB EUsff.cu.neene.-- Elixir (6 cc.): Phenobarbitn! 8 mg.; metbscopok ° Do

amine bromide, 1.25 m ’
Pamine PB, Half Strength..... Tablet: Phonobarbital, 8 mg.; methscopolamine Do.

bromide, 1.25 m:
Pediatric Piptal Antipyretic.-. Solution (O 6 cc.): %’henobarbita],s mg.; plponzolato Lakesido Laboratorles, Ino:
romide, 5 mg.; acetaminophen, 60 mg.
PodlattlclPiptal with Pheno- Sotl)ution (0. 5 cc < Phenobarbital, 3 mg.; pipenzolate Do.
romid
Poncotylon .coceeecccmneacan Tablet: Pﬁenobarbital ¥ gr.; acetylsalicyllc acld, Paul B, Elder Co., Ine.

Peontaerythrityl tetranitrate ’I‘ab‘é};. Phenobarbital, 16 mg.; pentaerythrityl P.J.Noyes Co.

with phenobarbital. nitrate
Do. Tablet Phenobarbital 16 mg.; pehtaorythrityt Do.
Pentratrol with Phenobarbital. T%g%g; tl:;x&m;garbital 15 mg.; pentaerythrityl No(;th Amerlcan Pharmaeal
p 0.
Pontrallng. cceeeomcceecacmmenen Tablet. Bntabarbltal sodium, 10 mg.; rescrpino, McNeil Laboratortes, Ine.
. gB s pontaerythrityl tetranitrate, 10 mg.
Perbuzem Tab et. utabarbital sodlnm, 15 mg.; pentsery+ Tho Zemmer Co.
thrityl tetranitrate, 10 mg.
Peribar L-A NO. e cmecaanne Tablet;ﬂPhenobarbital 48.6 mg.; pentnarythmyl VWhittler Laboratorles, Ino.
Peritrato with Phenobarbital.. ngletmél}enobarbltal 15 mg.; pentaerythrityl Warner-Chflcott
Do. Tat];%gnghenobarbnal 15 mg.; pentacrythrityl Do.
Peritrate with Phenobarbital T““%?ﬁ;; Phenobarbita] 45 mg.; pentaerythrityl Do.
Phedorine. —oceeee--. evomame—— Tablet: Dlnllylbarblturic acld, 16 mg.; extract stra- Buffington’s, Inc.

mon!um 8 mg. (alkalolds 0.0015 gr.); ephedrine,
S mg.; theo gline 100 mg. ' !

Phenaphen PIS. o ceeeoueaeanen Tablet: Phenobarbltal 16.2 mg.; phenacetin, 194 A.H. Robins Co., Ino.
1og.; aspirin, 162 mg .+ hyoscyamine sulfate, 0.031 g
gdrp nlrx%mino maleate, 12,6 mg.; phenylephrine
oride,
Phenobarbital and atropine.... Tablet' Phenobarbltaf" 3 gr.; atropine sulfate, 3500 The Bluoe Lino Chemieal Co.
gr.
Do - do. Meyers & Co
Do do. Paine Dru
B0 1 ‘Tablet: Phenobarbital, 3{ gr.; atropinasulfate, }5sogr. Tho Vulo Chomlcal Co., Ino,

Phenobarbltal with atropine  Tablet: Phenobarbltaf 8 mg.; atropine sulfate, 0.06 Tho Zemmer Co.
Phenobarbltal with atroplne Tab%et. Phenobarbital, 15 mg.; atropine sulfate, 0.12 Do.
Phgxllrgbarb?tnl and ati'opine Tabfet Phenobarbifal, 3£ gr.; atropine sulfate, 3500 Buffington’s Ino.
Phenobmbltal & Atropine No. Tablet Phenobarbital, 16 mg.; atropine sulfate, 0.13 Pitman-Moore.
Phenobarbltal & Atropine No. Tnbizet Phenobarbital, 8 mg.; atropine sulfate, 0.65 Do.
Pl&‘eggﬁg})ltal and Atropine Tagget: Phenobarbital, 8 mg.; atropine sulfate ¥ooo P.J. Noyes Co.

b o 2 T Tablet: Phenobarbital, 16 mg.; atropine sulfate, 3500 Do.
I’l’xlt‘zgg]bar%tnl gnd Atropine Tcilgi.et: Phenobarbital, 3£ gr.; atropine sulfate, 3400 Do,
Phenobarbital gnd Atroplne  Tablet: Phenobarbital, 3 gr.; atropine sulfate, }400 Do.

Tablets No.
Phenobarbital and belladonna Ta(tlct' Phenobarbltal Vgr belladonnaleaves Vigr. The Vals Chemlcal Co., Inc.

otal alkaloids 0.
) 5 1 T, Ttiljlet' Phenobarbital 'i/r gr.; belladonna extract, Palno Drug Co.
o 1, S Tab]et' Phenobarbital, 16 mg.; belladonna extract, EN Lilly and Co.

8 mg.

Phenobarbltal and Belladonna Tablet Phenobarbital, 3£ gr.; belladonna extract, The Upjohn Co.
No. 14 gr. (alkaloids 0. 15 gr.).

Phenobarbltalwlth mannltol Tablet Phenobarbital, 7.6mg mannitol hexanitrate Paul B. Elder Co., Int
hex trate. 15 mg.; ascorble acld” powder,zsmg,rutln 26 mg (II)I%{%IF)M‘ Hu:tcr,

P%%x;gbarbltal and mannitol T:;Blet Phenobarbital, 3{ gr.; mannitol hexanitrate, Meyer Dmg& Burgteol

Phelgoligsbnél Sod{um Atro- Ta;lbl{?t;erhonobarbltal sodfum, 8 mg.; atropine MoNeH Labomtories. Ine.

e No. 1.
Ph?goli\?rbltal Sodlum Atro- Tz;g{;;t;el’l;gnobmbltal sodlum, 15 mg.; atropine McNell Laboratorles, Ine.
I’henobarbita.l Sodlum Atro- Tablet: Phenobarbltal sodium, 20 mg.; atropine Do.

sulfate, 200 u;
mglnbg.barbltal and sodfum ni- Tablet: Phenogarbital ¥ gr.; sodium nitrite, 1 gr.... P, J. Noyes Co.

FEDERAL REGISTER, VOL. 37, NO. 93—FRIDAY, MAY 12, 1972

Hei nOnline -- 37 Fed. Reg. 9554 1972



No, 93—3

RULES AND REGULATIONS

ExCEPTED PRESCRIPTION Drucs—Continued

Trade name or other Composition Manufacturer or supplier
designation

Phenobarbital Theocalein. ... Tnblct- Phcnobaxblta!, 15mg.; thestraminsealefum  Enoll Pharmacent!=al Co:

late, 0.5

Phenodonna Tablets T%b!et. Phcnobgalgflm, 3{ gr.; tinctars telladenns, Plént Med!“:)\l& Sarglzal
minfms. 0

Phenodrox Tablct: Phenobarbital, 3¢ sr., almp!nn sulfste, NMEA’;:e:LanPt:mml

ﬁs‘ﬂﬂ £r.;_magnesium k{:ﬂl 4 gr; alaminpum  Ine.

ydroxide gel, dried, 4 gr.

Phyldrox. Tablet: Pheno :n'ultal 15 mops neosthiyliine, 100 Lemmon Pharmasal Co:

cphedrine sullate, 25 mg.

Piptal PHB EHAr..oeeeeeeee ux‘frb ¢ (sec): Phenobar barbital, “i6 mzs plpenzelate TakeddsYabamtortss, Ins
10

Piptal PHB Tablets.._ccceueen Tablet: Phcnogarhltal 10 mg; pipcnze’to troe Do.

mide,
Prantal with Phenobarbital. .. Tnb g Phcnobnrblm 10 mg.; diphcmanil methyl- Eshorloz Corp.
Premarin with Phenobarbital . Tab cts i:&xncnobarwbﬂa! 32 mg.; conjuzated estro- Ayerst Laboratorien.
P?llt)gilthlne with phenobar- Tublet. l’hcnob:xrbllal, 15mg.; rro!z:nuunc, 13m3.. G.D.Eearled Co.

Probital Tnblcb Phenobarbital, 15 mg.; probanthine, 7.5 Do.
Propenite. 2 'I‘ablet. Phenobaxb!lal sodlum, 12 mg.; fodfum nl- ThoZemmer Co.
) trite, 60 mg.; lnwuwm berrles cx(mst 120 mg.;

misticton ex extracet, () m;

Prydonnal Spansule..eeecacen Capsule. thob:xrblla! (3 mg.; bclladonna olka- Emith Klino & Frezch Lab-
lolds, 0.4 mg. (hy&;mmln mlmn, 0323 mg.s  cratorlss
ntmplno sullate, 0.03 mg., ceapolaming hydroboe

0.035 mg.,
uadrinal ..o ieeieacaanaas 'I‘nblet' Phcnobnrbllxd -4 mg.; ephcdring hydro. Enoll Pharmeoecat!zal Co:
@ hlorid 2{ mg.; theo & \ins ealelum eallegtate,
my.; potassium fodide, 55) mg.*

130 mg.
Do. Suspension (6 co): Phcnsb:uutal. 1. mg: t'phcd- Do.
r!n hydmdﬂ ris!c, 12 mg.; theaphyliing calcium
eylate .3 potassium de 1O mg. -
Quintrate with Nitroglycerin 'rablet. l’hcnobaxblml 15 mgs prnta.:suxruyl Poul B. Eldcr Co., Inz.
and Phenobarbital. tetranitrate, 20 mg.; nitrezlyesrin, 0.4 mg. (Giyna A. Beard).
Quintrate with Phenobarbital. Tnbtlgx:ﬂ llxl:xénolb:\r rtitol, 32 mg; poatacrsthdtyl Dol
my.
- Do. Tnbé%t' Pht%n%nrblml, 15 mg; peatacrytlieityl Do.
mg.
Roblnul-PH. e eeeceeee 'I‘aiblet- Phcnob:xbﬂ.:\l, 16.2 mg.; glycapymelate, A. H. Roblins Co., Tos.
Robinul-PH Forte. maeeceeuenn 'I‘nblct. Phcnolmbllal 16.2 mg. glycapymretate, Do.
Ruhexatal Tnblet. Phcnob:ubltnl 15 mg.s mannite) hexante Yommon Pharmeml Co.
e, 30 mg.; ascorkle utls! 10 mg.; rutin, 20 m3.
Rutol Tct\xlgteL lghenolm&l'talo my. mannitel hexante  Pltman-Mesre.
mg.;
Balisil with Phenobarbital..... 'Inblct. I’hug}nxblm! ‘(tm’ acctylalleyile 5219, Paul B. Elder Co., Inz.
magn trisdlfey
Selbella. ceeae e eeeecnaeenenan Tahlet.é’&enolnblm!dig gr.! )u!umlnum hydroxlds, Wyeth Labomterles.
nna extrae
Sed-Tens 'rnblnt (12 hr.): Amobarb L:j () mg.; bematropingy  Lemmon Pharmasal Co.
methylbromide, 7.5 mg.
Sibena. ‘Tablet: Butabarbital sodium, 16 mg.; :!mc!hlmne FPlaugh Laverateslss, Inc.
.glng.. bc!.ln) onna extract, 16 mg. (total atka’z!ds
Sodium nitrite with phenobar- Tablet: Phenobarbltalsadlum, 4 praesdlumnltrits, Palne Drug Co.
bital. 1gr. Ler d sodlmn b!mxbom!.c, 2gr. kawthorn l:eniu,
Do Tablet: thoimb,:m.. 4 gt codlum nitrite, 1gr.... I!nl!a.o pb:mamuunx Sap-
Spasticol PB .o eeeeeeaen Tnb!et.l’hexmbaxbllal 15mg.; homatropinomethyl. Kay Ph:mm_euum!s. Ine:

bromide,
Tablet: Phenotmh!hl, 8 mg.; atropine sulfate, 0,13 North Amerizan Pharmsesl,

Spastosed .-
gr%n gslcliﬁ-ummx nale, 227 mg.; maguesium hy-  Ine.
Synirin Tnh!ct.l?entobml:ita! 8mg.; aspiddn, 324me....... - Wm.P.Poythress & Co., Inez
TCS Tablot: Phenobarkitl 10-saps thesbremics 3 Dar :
cglate 0.4 gm,, m!ciumml!cshte.ofﬁgm.
Tedrals. . .comemeamcacaamenaan Tablet: Butabarbital 25 mg.; theopbyliine, 133mg.s Warner-Chiflestt Laterye
g tedrine bydrochloride, 24 mg. 3
Tedral BiA. ccmceeccncnceeen -- Tablet: Phenobarbital, 25 mg., thenpbrmm, 180 Do.
my.; ephedrin hydrochlﬁr 0, 48 Im;
Tensodin Tablet: Phexmb:uh!ta! 15 m,, eunvexino hydro- Ersll Pharmaceatical Cos
=3 oride, 39 mg.; thmphslnm calelum sallcylats,
Tensophen Tnb!e?g%}xcnomlmﬁgﬁ mg3 sltrelyecta, 025 2.3, Noyes Co.
mg.; sodlum te, 32 mg.; 9 me.;
utmctbceﬂne,ming. 573 petorhy &3
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RULES AND REGULATIONS

ExCEPTED PRESCRIPTION DRUGS---Continued

Trade name or other Composition Manufacturer or supplier
designation
Tetraluto Lo o ceemeeecaacaaaana One bottle of buffer compound contalning Miles Laboratorles, Inc.
- of sodium barbital and 0.75 gm. of barbital, other

drugs and components.
Thedrizem. cecceccceccanocaaaaa Tablet: Phenobarbital 8 mg.; theophylline, hy. Thoe Zemmer Co.

drous, 100 ‘p bedrine h ydrochlorlde, 25 mg.
Theobarbe oo e Tablet: Phenobarb tal, 32 mg.; theobromine, 325 mg. M%}lingrodt Chomical

orks,

Thoobarb-R.ceecaencccecacnann Tablet: Phenobarbltal 10 mg.; reserpine, 0.1 mg.; Do.

Theobarb 8

theobromine tsf
Tablet: Phenobnrbl 16 mg.; theobromine, 325 mg.

pecial
’I‘ltx;;g)lromlno and phenobar- Tablet: Phenobarbital,lﬁmg,theobromine, 03gm. P. J' Noycs Co.
'I‘heobromine—l’henobarbltal.-- Tablet: Phenobarbital, 30 mg.; theobromine, 0.3 gm.

Thnobromine-Phenobarbital
Compound. R

Theobromine with Phenobar-
bital No. 1.

Tablet: Phonobarblta! 32 mg.; theobromine, 324 mg.
Tablet: Phenobarbital, 34 gr.; theobromine, 214 gr.;
potass um {odide, 214 gr.; potassium biearbonato,

'I‘nblet Phenobaxbital 15mg.; theobromine, 324 mg.

Theobromine and sodinm ace. Tablet: Phenobarbltal 3{ gr.; theobromino and
tate with phenobarbital. sodlum ace
Theobromine sodlum salicy- Tablet: Phenobarbital, 15 mg.; theobromino sodium
late with pbenobarbltnl. sallcylate, 300 m,
Theocardone No. 1. Ta nt'Phenobarbital 15mg.; theobromine, 300 mg.
‘Theocardone No. 2 Fablet: Phenobarbital, ,30 mg.; theobromine, 300 mg.
Theod!de, Tablet: Pbenobarbltal 3{ gr.; potassium lodide, 213
gr.; theobromine so umsaiicylate, 2Vigr.
Tlll)eoglyclnaw with Phenobar- 'rz;tl:letng’tl;e%g‘l;arbltal 16 mg.; theophylline-sodium
Theoglyeinate with Racaphe- ‘Tablet: Phenobarbitnl 16 mg.; theophylline—sodlum
drine and Phenobarbltnl. glycinate, 324 mg.; mcepbedﬂne hydrochloride, 24
Theoplaphen. comeencvaamcana- -’I‘ab‘f'et' Phenobarbital, 15 mg.; theobromlne sodlum
salicylate, 0.2 gm.; calclum lacta m]gm
Theominal. oucceucanaccnccana ’I‘ablet Phenobarbital 32mg.,theobro ne, 320 mg,
Theominal M._. -_~ Tablet: Phenobarbital, 15mg.; theobromine, 320 mg,
Theominal R 8 Tablet: Phenobarb! ltaf 10 mg.; theobromine, 320
1? ; alseroxylon, 1. Em
Theophen . coeeec e ceecmcccanan Tablet: Pbenobarbltal V gr.; theobromine sodium
sallcylate, 5 gr.; ; caleium car nate, 233 gr.
Theorato. cceeaccacccnccancoaan 'I‘ablet' Phenobarbital 16.2 mg.; theobromino, 324

Trocinate with Phenobarbital.
']_‘ﬂcnlnlﬂ’

Tablot: Phenobarbital, 32 mg.; theopbylllne anhy-"

drous, 130 mg.; ep hedrinestﬂ[a 24 m;

Tag etiéi’heno bital, 16 mg.; thl'phennmﬂ hydro-
orlde,

Trlophen

00 mg,
Tab et. I’henobatbita] 16 mg.; tricyclamol chloride,

*Vasorutin

Veralzom. ceeecececcenccancaaas

Veratrite.

Veritag.

Viritin

W-T.

W-T,

50 m;
Tnblet: Phenobarbﬁg{ll , Yigr.; antroplnesul!nte, Y00

gr.; magnesinm
'I‘ablet or ellxlr (5 cc.): Phenobnrbltal 8 mg.; aniso-
tropine methylbromide, 10 m;
Tablet: Diallylbarbituric acid,i{ gr.; nitroglycerin,
1430 gr.; sodium nitrite, 1 gr.; tincture crataegus,

2 minims; rutin, 20 mg. .
Tablet: Phenobarbltal 15 mg.; veratrum viride, 50
mg.; sodium nitrite, 60mg
Tablet: Phenobarbital £ gr.; cryptenamine, 40
CSB {carotid sinus reﬂex) units; sodium nitrite,

‘I‘ablet' &l}enoblxirbttal 16 mg.; veratrum viride, 40

mg.

Tablet: Phenobarbital, 3£ gr.; veratrum viride, 3{
gr.; sodium nitrite, i gr.; mistletoe, ¥4 gr.; haw-
thorn berries, ¥3 %r

Tablet: Phenobnrb tal, 15 mg.; rutin, 20 mg.; vera-
trum viride, mg,sodlumn trite 60mg.

Tablet: Phenobarbital, 5 mannitol hexani-

30mg, vemtmm vlri e alkaloids, 1.5 mg.;

in, 20 m;

Powder 4 gm) Phenobarbital, 15 mg.; belladonna
extract, 10 mg. (0.12 mg. be! adonna alkalolds);
benzocalne, 156 mg.; ml am carbonate, 1.55 gm.;
magnwlnm oxide, 0.5 gm.; aluminum hydroxide

1, dried, 60 m,
Tablat' Phenobarbltal Ws gr belladonna extmct
M; gr.; be oenlne, }{ ; calclum carbonate, 6
agn mcate 3% gr sluminum
hydroxi o gel, 'dried, 212 gr .; chlorophyll extract,

Xanfophen

'I‘ab let: Phenob bital, 16,2 m; drf tbeobtomlne, 162
mg,ethylenedlnmme dihy odlde, 4 mg.

x

Tbe 8, E. Magsongill Co.
The Upjohn Co.
Do.
Buffington's, Inc. *
Paul B. Elder Co., Ino.
The Zommer Co.
Haack Laboratories, Ino.
Tho Valo Chemical Co., Tne.
Brayten Pharmaccutleal Co.
Do.

Tha 8. E. Massengill Co.
Winthrop Laboratorfes.

De:
The Valo Chemlical Co., Ino.
Whittler Laboratorfes, Ino.
P.J. Noyes Co.
Wm. P. Poythress & Co.,
Bun?ﬁugbs Wellcomo & Co:
The Vale Chemleal Co., Ino.
Endo Laboratorles Ine.
Buifington’s, Inoc.

The Zemmer Co.
Nelsler Laboratorles, Ine,

8.7. Tutag and Co.
Burt Krone Co.

The Zemmer Co.

Lommon Pharmacal Co:

Warren-Teed
Pharmacecuticals Inc:

Do.

Pitman-Moore:

FEDERAL REGISTER, VOL. 37, NO. 93—FRIDAY, MAY 12, 1972

a

Hei nOnline -- 37 Fed. Reg. 9556 1972



RULES AND REGULATIONS-

ExCEPTED PRESCRIPTIOX Drues—Continued

Trade name or other Composlition Aanufacturer or supplier
designation
Com; L SR Tablet: Pi:enobarbltal. 8 tommphyl, 756 mwg.; The 8. E. Massenglll Co.
o o 'rghl t:tréglgememynl)&rgig bltnri acld, 34 : The Up{chn Co.
Zantrate, e 2r] e gr j A
= eph suﬁge, 34 gr.; theophylline snllydrous,
Zem-Dabe e ceeeccccccceccacen 'I‘ablet.ButabarbltalsodIum 10mg.; dchydrochnuc Tho Zemmer Co.
em-Dab ox bile dcskm'ted, U mg.; homatro.
pine methyﬁ:romlde, 2.5 mg.
No.23 'I'ab!et: Phenobarbital, 36 amlnophynlne, 3 gr.- Staynu Cerp.
No. 35. Tablet: thobarbna( gr.; aminophylline, 1.5
gr.; ephedrine sulfzme 345 gr.
No. 36 'I‘ablet Pentaba:bgal hsodimtxxlm, 2{ gr+; ophedrine Do.
»; aminophy]
No. 65 = ’I‘%}ﬂet‘ .'Phenobnrbltal ¥ gro estroct belladonna, Do
No. 68, Tablet Phenobarbital, 3£ gr.; extroct bcll:zdannn, Do.

. Tablet Phenobarbital, ¥ gr; . belladenna, 36 £T-ee.. Barlstrie Corp.
Mg Tagblet: Phenobarbltt:!!' gr', sminophylis e, 1.5 gt. Stayner Cotp.
No. 89. Tablet: Phenobarbital, s aminephy. t ] I Do.

No. 111 'I‘a/blet Phenobaxbltni }ﬁ gr. cphedrlna sulmw. Po.
No. 136 T%blcglghenobarbital , 20 mg.; homatropine methyl- Do.

10!
No. 643 Tablet. Pheﬁobarbltalr,‘eiﬁ g., theophylline, 2 gr.; Do.
8 drochl
Rx.No L3 (1 MO Taglet Phenobsrbital V mldum mxbunnte, Tho Zemmer Co;
7}%& gr.; magnesium oxi de, 4 gr.; atropino sulfate
Rx. N0o. 4105 o eeeeee. emenen 'I‘ab!et. Phclalx:obaxbital , X gr .; calelum carbionate, 10 Do.
Rx. E:3 (1 A — Ca su]e Phenoba:bi ,}’gr mxoplno sulfate, 3530 Do.
No. 418 gg m.lc!um carbonate, Oxgr,mgn um cxide,
Rx. NO. 4123 et ceeecccccaee Capsule Phenobn!blta! ¥ gr.; blsmuth mb"ulmc, Do.
5 gr.; extract belladenns, d}ﬁ
R N0 4126 oecececmemecean C?apsuld a: Pti%mbarbitalso um, 15 mg.; extract bole Tho Zemmer Co.
onna, 10 mg.
RY. NO. 4143 e eemeeeeeem Capsule. Ehenobgg;&ta!i 14 gr.; aminophylline, L3 Do.
tmlum
BX. N0 4352 eeecmcmccenneman Tablet Phenobaxblm!, }&r ;s atropino sulfate, Yoeo Do.
B No-A155 o cemmemen T:%Iet. Pheno‘narbitalxiﬁ gL atro lneks:lfatc. Heeo Do.
& gr.; koolin, & .
R NO. 70 eevmmmmmcan Tablet. P honoparitay B utmplno it 35 Do
s cal¢ium carbonate, 1
Rx. No. 4184 e Do.

Capsule Sodium butabarblm!, 15 mg.; belladenna
extract, 15

[FR Doc.72-7173 Filed 5-11-72;8:45 am]

Title 7—AGRIGULTURE

Chapier IX—Agricultural Marketing

+ Service (Marketing Agreements and

Orders; Fruits, Vegetables, Nuts),
Department of Agriculiure
[Papaya Reg. 2, Amdt. 1]

"PART 928—PAPAYAS GROWN IN
HAWAII

Limitation of Shipments

Findings. (1) Pursuant to the market-
ing agreement and Order No. 928 (7
CFR Part 928) regulating the handling
of papayas grown in Hawalii, effective un~
der the applicable provisions of the Ag-
ricultural Marketing Agreement Act of
1937, as amended (7 U.S.C. 601-674),

N

and upon the recommendations of the
Papaya Administrative Committee, es-

tablished under the aforesaid marketing
agreement and order, and upon other
available information, it is hereby found
that the limitation of shipments of pa-
payas, as hereinafter provided, will tend
to effectuate the declared policy of the
act.

(2) This amendment of size require-

" ments reflects the rapid seasonal in-

crease in the quantity of Hawallan
papayas marketed within the produc-
tion area (locally) and a consequent
sharp decline in prices. With a prospec-
tive continuing excess of available sup-
~plies, due largely to the seasonal in-
crease in the production of the fruit, and
corresponding unprofitable price levels
for papayas, it is necessary to restrict
the supply of papayas that may be

9557

shipped to markets within the produc-
tion area. Such restriction is accom-
plished by specifying a minimum indiv-
idual size of 14 ounces for papayas
shipped to markets within the produc-
tion area. Harvested papayas not meet-
ing this size requirement may be shipped

-to export destinations, if they meet the

grade and size requirement specified
therefor in the existing regulation, or
they may be used for processing without
regard to grade and size requirements.
This amendment will also encourage
producers to leave unharvested papayas
on the trees umtil they attain the re-
quired size thereby tending fo level out
the supply available for the market.

(3) It is hereby further found that it
is impracticable and contrary to the
public interest to give preliminary no-
tice, engage in public rule making pro-
cedure, and postpone the effective date
of this amendment until 30 days after
publication thereof in the Feperar REg-
I1sTER (5 US.C. 553) in that, as herein-
after set forth, the time intervening be-
tween the date when information upon
which this amendment is based became
available and the time when this amend-
ment must become effective in order to
effectuate the declared policy of the act
is insufficient; a reasonable time is per-
mitted, under the circumstances, for
preparation for such effective time; and
good cause exists for making the pro-
visions hereof effective not later than
May 15, 1972. Shipments of papayas
grown in Hawaii are currently regulated
pursuant to Papaya Regulation 2 (36
P.R. 23994) and, unless the regulation
is sooner terminated, will continue to be
so regulated through December 31, 1972;
the recommendations and supporting in-
formation for regulation of papaya ship-
ments subsequent to May 15, 1972, and
in the manner herein provided, were
submitted to the Department on May 5,
1972; the provisions of this amendment
are identical with the aforesaid recom-
mendations and information concerning
such provisions has been disseminated
among handlers of papayas; it Is neces-
sary, in order to effectuate the declared
policy of the act, to make this amend-
ment effective as herelnafter set forth
and compliance with this amendment
will not require any special preparation
on the part of persons subject thereto
which cannot be completed by the ef-
fective time hereof.
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