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the Commission on the basis of the facts
stated therein and other information
contained in the official files of the Com-~
mission pertaining thereto.

For the Commission (pursuant to dele-
gated authority).

[SEAL] OrvaL L. DuBois,

Secretary.

[FR. Doc, 64-11899; Filed, Nov. 20, 1964;

8:45 am.|

|File No. 1-4722]
TASTEE FREEZ INDUSTRIES, INC.
Order Suspending Trading

NOVEMBER 17, 1964,

The common stock, 67 cents par value,
of Tastee Freez Industries, Inc., being
listed and registered on the American
Stock Exchange, pursuant to provisions
of the Securities Exchange Act of 1934;
and

It appearing to the Securities and Ex-
change Commission that the summary
suspension of trading in such securities
on such Exchange and otherwise than
on a national securities exchange is re-
quired in the public interest and for the
protection of investors;

It is ordered, Pursuant to sections 15
(e) (5) and 19(a) (4) of the Securities
Exchange Act of 1934, that trading in
such securities on the American Stock
Exchange and otherwise than on a na-
tional securities exchange be summarily
suspended, this order to be effective for
the period November 18, 1964 through
November 27, 1964, both dates inclusive.

By the Commission.

[sEAL] OrvaL L. DuBois,
Secretary.
[F.R. Doc. 64-11900; Filed, Nov. 20, 1964;

8:45 am.)

SMALL BUSINESS ADMINISTRA-
TION

[Delegation of Authority 30-III, Amdt. 4]
PHILADELPHIA REGIONAL AREA

Delegation of Authority To Conduct
Program Activities

Pursuant to the authority delegated to
the Regional Director by Delegation of
Authority (Revision 9) 29 F.R. 11777, as
amended, 29 F.R. 12570, 13354 and 14093;
Delegation of Authority No. 30-III, 29
FR. 13125, as amended, 29 F.R. 13415,
13989 and 14556, is hereby further
amended by revising Item I.L. to read as
follows:

L. The following authority is hereby
redelegated to the Branch Manager at
Newark, N.J.

1. To approve the following:

a. Direct loans not exceeding $50,000.

b. Participation loans not exceeding
$150,000.

¢. Simplified Bank Participation loans
not exceeding $250,000.

d. Simplified Early Maturities Partici-
pation loans not exceeding $250,000.

77 NOTICES" ~
e. Direct disaster loans not exceeding

$100,000,

f. Participation disaster loans not ex-
ceeding $150,000.

2. To decline as follows:

a. Business loans not exceeding
$200,000.

b. Disaster loans in any amount.

3. To disburse unsecured disaster
loans.

4. Items I.C. 6 through 11.

5. Item I.C. 12—only the authority for
servicing, administration and collection,
including subitems a. and b., but not c.

6. To (a) make emergency purchases
chargeable to the administrative expense
fund, not in excess of $25 in any one
object class in any one instance but not
more than $50 in any one month for total
purchases in all object classes; (b) make
purchases not in excess of $10 in any one
instance for “one-time use items™” not
carried in stock subject to the total limi-
tations set forth in (a) of this para-
graph; (e¢) to contract for the repair and
maintenance of equipment and furnish-
ings in an amount not to exceed $25 in
any one instance; and (d) purchase
printing from the General Services Ad-
ministration where centralized reproduc-
tion facilities have been established by
GSA.

7. Item I.A. (size determinations for
financial assistance only).

8. Item I.B. (eligibility determinations
for financial assistance only).

Effective date: November 9, 1964.

EpwArp N. Rosa,
Regional Director,
Philadelphia Regional Office.

[F.R. Doc. 64-11819; Filed, Nov. 20, 1064;
8:46 am.|

DEPARTMENT OF LABOR

Wage and Hour Division

CERTIFICATES AUTHORIZING EM-
PLOYMENT OF LEARNERS AT SPE-
CIAL MINIMUM RATES

Notice is hereby given that pursuant
to section 14 of the Fair Labor Standards
Act of 1938 (52 Stat. 1060, as amended,
29 U.S.C. 201 et seq.), and Administrative
Order No. 579 (28 F.R. 11524) the firms
listed in this notice have been issued spe-
cial certificates authorizing the employ-
ment of learners at hourly wage rates
lower than the minimum wage rates
otherwise applicable under section 6 of
the act. The effective and expiration
dates, occupations, wage rates, number
or proportion of learners and learning
periods, for certificates issued under gen-
eral learner regulations (29 CFR 522.1
to 522.9), and the principal product
manufactured by the employer are as
indicated below. Conditions provided
in certificates issued under the supple-
mental industry regulations cited in the
captions below are as established in
those regulations.

Apparel Industry Learner Regulations
(29 CFR 522.1 to 522.9, as amended, and
29 CFR 522.20 to 522.25, as amended).

The following learner certificates were
issued authorizing the employment of

10 percent of the total number of factory
production workers for normal labor
turnover purposes. The effective and ex-
piration dates are indicated.

The Arrow Company, a division of Cluett,
Peabody & Co., Inc., Carbon Hill, Pa.; effec-
tive 10-15-64 to 10-14-65 (boys’ shirts).

Michael Berkowitz Co., Inc., Barton Mill
Road, Uniontown, Pa.; effective 11-4-64 to
11-3-656 (men's, Iladies' and children's
pajamas).

Blue Ridge Manufacturers, Inc,, Christians-
burg, Va.; effective 10-31-64 to 10-30-65
{men’s and boys' denim Jjeans).

Blue Ridge Shirt Manufacturing Co., Box
801, Fayetteville, Tenn.; effective 10-31-64 to
10-30-65 (men’s and boys' sport shirts).

J, H. Bonck Co., Inc., 1100 South Jefferson
Davis Parkway, New Orleans, La,; effective
10-31-64 to 10-30-65 (men's sport shirts).

Carbondale Children’s Dress Co., 30 7th
Avenue, Carbondale, Pa.; effective 11-1-64 to
10-31-65 (children's and girls' dresses and
playsuits).

The Carthage Corp,, Carthage, Miss.; effec-
tive 11-1-64 to 10-31-65 (men's and boys’
pants).

Cowden Manufacturing Co., 124 Apperson
Heights, Mount Sterling, Ky.; effective 10-
23-64 to 10-22-65 (men’'s denim work shirts
and coats),

Crystal Springs Shirt Corp., Crystal
Springs, Miss.; effective 10-21-64 to 10-20-65
(boys’ shirts).

Dantan Co., In¢.,, Rankin Street, Dumas,
Ark.; effective 10-18-64 to 10-17-65 (ladies’
sportswear-slim jims, jamaicas, etc.).

Eureka Pants Manufacturing Co., Madison
Street, Shelbyville, Tenn.; effective 10-27-64
to 10-26-65 (work pants, work shirts).

Fly Manufacturing Co., 204 South Main
Street, Shelbyville, Tenn.; effective 10-27-64
to 10-26-65 (work pants, overalls, dun-
garees and jackets).

Form-O-Uth Brassiere Co., d.b.a. Marie
Foundations Branch, Pampa, Tex.; effective
10-14-64 to 10-13-65 (women’s brassieres and
girdles).

Freeland Shirt Co., 1015 Dewey Street.
Freeland, Pa.; effective 11-4-64 to 11-3-65
(men's and children’s jackets and vesis)

Gibson Garment Co., Inc., Gibson, Ga.;
effective 10-31-64 to 10-30-65 (boys’ and
men's trousers).

Harrisburg Children’s Dress Co., 1380
Howard Street, Harrisburg, Pa.; effective 10~
26-64 to 10-26-65 (chlldren’s and giris
dresses and playsuits),

Heavy Duty Manufacturing Co., Gaines-
boro, Tenn.; effective 10-28-64 to 10-27-65
(men’s and boys' sport shirts).

Joyner-Fields, Inc., Sherman, Miss.; effec-
tive 10-15-64 to 10-14-65 (men's and boys
sport shirts). :

Key Work Clothes, Inc., Fort Scott, Kansas:
effective 10-31-64 to 10-30-65 (men's and
boys' bib overalls, work jackets, coveralls) . 1

Key Work Clothes of Missouri, Nevada, Muj_
effective 11-1-64 to 10-31-656 (men’s WOt
pants, work shirts). 3

Lansford Apparel Co,, West Patierson
Street, Lansford, Pa.; effective 10-31-6¢
10-30-65 (children’s dresses). :

Luverne Slacks Corp., Luverne, Ala; effec-
tive 10-19-64 to 10-18-65 (men’s cotton and
synthetic slacks). h

McPenn Manufacturing Co., Washingion
and Walnut Streets, Nanticoke, Pa.; effectiv®
10-25-64 to 10-24-65 (men’s and boys' spor
shirts) .

Samuel Meltzer d.b.a, The Liberty Co.
Royalty Manufacturing Co., Inc., East Front
Street, Dyer, Tenn.; effective 10-22-64 W0
10-21-65 (men's and boys' pajamas). :

Charles Meyers & Co., First and Harrison
Streets, Belleville, Ill; effective 11-1-6¢ 10
10-31-65 (men’s trousers-semi-dress slncks"w‘

Newport News Children’s Dress Co., 8»‘_1‘
30th Street, Newport News, Va. effective
10-12-64 to 10-11-65 (children and gITs
dresses and playsuits).
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Penn Childrens Dress Co., 831 Lackawanna
Avenue, Mayfield, Pa.; effective 10-26-64 to
10-25-65 (children’s and girls’ dresses and
playsults).

Press Dress and Uniform Co.,, Hummels-
town, Pa.; effective 10-29-64 to 10-28-65
(maids’ and nurses’ uniforms and cotton
dresses).

Quality Sewn Products, Inc., Post Office
Box 126, Royston, Ga.; effective 10-15-64 to
10-14-65 (men's sport shirts, ladies’ blouses).

S & S Manufacturing Co., Inc., 200 West
Main Street, Spartanburg, S.C.; effective
11-1-64 to 10-31-65 (ladies’ and children's
blouses) .

Shelburne Shirt Co., Inc,, 69 Alden Street,
Fall River, Mass.; effective 11-1-64 to
10-31-65 (men’s dress shirts).

Smith & Company, 102 West Kaskaskia,
Paola, Kans,; effective 10-12-64 to 10-11-65
(robes and loungewear).

Sparta Garment Co., Inc., Sparta, Ga.; ef-
fective 10-31-64 to 10-30-65 (boys' and men’s
trousers).

Warner Brothers Company, Post Office Box
682, Alken, S.C.; effective 10-20-64 to 10-19-
65 (corsets and brassieres).

Washington Overall Manufacturing Co.,
South Court Street, Scottsville, Ky.; effective
10-26-64 to 10-26-65 (men’s and boys’
trousers) .

Weldon Manufacturing Co. of Pennsylvania,
1307 Park Avenue, Willilamsport, Pa,; effective
10-29-64 to 10-28-65 (men's, women's, boys'
pajamas),

Wilgree Manufacturing Co., North Harney
Street, Camilla, Ga.; effective 10-21-64 to
10-20-85 (men’s sport and dress shirts) .

The following learner certificates were
issued for normal labor turnover pur-
poses. The effective and expiration dates
and the number of learners authorized
are indicated.

Anderson Brothers Consolidated Co's., Inc.,
Floyd and High Streets, Danville, Va.; effec-
tive 10-31-64 to 10-30-65; 10 learners (men’s
work clothes).

Athens Garment Co., 208 North Marion
Street, Athens, Ala.; effective 10-24—64 to 10—
23-65; 10 learners (work shirts).

Burgaw Manufacturing Co., Burgaw, N.C.;
effective 10-12-64 to 10-11-65; 10 learners
(Women's dresses) .

C & M Sportswear Manufacturing Corp.,
Meshoppen, Pa.; effective 10-14-64 to 10-13-
65, 10 learners. Learners may not be em-
ployed at special minimum wage rates in the
production of jackets of suit type construc-
ton (girls’ jackets, men’s ski jackets).

. Boonville Manufacturing Corp., 302-316
hprth Second Street, Boonville, Ind.; effec-
Uive 11-1-64 to 10-31-65; 10 learners (men's
Woven pajamas),

Dunmore Sewing Co., 105 Corner Street,

Dunmore, Pa.; effective 10-29-64 to 10-28-65;
5 learners (children’s dresses).
_Good-I-Kin Sportswear Corp., 331 Main
Street, Lilly, Pa.; effective 10-14-64 to 10-13-
65, 10 learners (children’s skirts, blouses and
Jumpers),

Elleen Hope, Inc., 209 Market Street, Hali-
fax, Pa.: effective 10-19-64 to 10-18-65; 10
learners (women’s dresses).

S'LaC)' Manufacturing Co., Inc., 901 Adele
,.reet. Martinsville, Va.; effective 10-16-64
‘0 10-15-85; 5 learners in the production of
Outerwear jackets (men’s and boys' outer-
wear jackets),

“’5\4-‘r5hall Clothing Manufacturing Co., Inc.,
B East Main Street—118-122 Broadway,
utler, Ind., effective 10-19-84 to 10-18-65;

10 learners (insulated garments, jackets,
Uniforms, ete.)
Oswi

Str €20 Foundations, Inc., 185 East Seneca
%0 g‘?t. Oswego, N.Y.; effective 11-1-64 to
;} 1-65; 10 learners. (girdles and corsets).

oanoke Manufact

Aln; ef Co., Anniston,
* elfective 10-12-64 to 10-11-65; 10 learn-
s (men’s sport shirts
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W. E, Stephens Manufacturing Co., Inc.,
Carthage, Tenn,; effective 10-14-64 to 10-13-
65; 10 learners (men's and boys' dungarees).

Washington Garment Co., Inc., Washing-
ton, N.C.; effective 10-24-64 to 10-23-65; 10
learners (children’s dresses).

The following learner certificates were
issued for plant expansion purposes.
The effective and expiration dates and
the number of learners are indicated.

Michael Berkowitz Co., Inc.,, Route No. 2,
Waynesburg, Pa.; effective 10-15-64 to 4-
14-65; 15 learners (ladies’ and men's
pajamas).

Blue Bell, Inc., Homer, Ga.; effective 10-
14-64 to 4-13-65; 25 learners (dungarees).

Burgaw Manufacturing Co., Burgaw, N.C.;
effective 10-20-64 to 4-19-65; 65 learners
(women's cotton dresses).

Collinwood Manufacturing Co., Collin-
wood, Tenn.; effective 10-19-64 to 4-18-65;
50 learners (women's washable cotton service
uniforms).

The Dantan Co., Inc., Rankin Street, Du-
mas, Ark.; effective 10-28-64 to 4-22-65; 35

learners (ladies' sportswear-slim jeans,
Jjamalcas, etec.).
Form-O-Uth Brassiere Co. d.b.a. Marie

Foundations Branch, Pampa, Tex.; effective
10-14-64 to 4-13-65; 46 learners (women's
brassieres and girdles).

H. D. Lee Co., Inc., Jasper, Ga.; effective
10-15-64 to 4-14-65; 75 learners (men's casual
pants).

Oswego Foundations, Inc., 185 East Seneca
Street, Oswego, N.Y.; effective 10-26-64 to
4-25-66; 15 learners (women’s girdles and
corsets).,

Tracy City Manufacturing Co., Tracy City,
Tenn.; effective 10-16-64 to 4-15-65; 100
learners (men's and boys' sport shirts),

Warner Brothers Co., Post Office Box 682,
Aiken, S.C.; effective 10-20-64 to 4-19-65;
30 learners (corsets and brassieres).

Washington Garment Co., 2020 Main Street
Extension, Washington, Pa.; effective 10-24-
64 to 4-23-65; 80 learners. Learners may
not be employed at special minimum wages
in the production of skirts (ladles’ sports-
wear pants and shorts).

Glove Industry Learner Regulations
(29 CFR 522.1 to 522.9, as amended, and
29 CFR 522.60 to 522.65, as amended) .

Good Luck Glove Co., Carbondale, Ill.;
effective 10-30-64 to 10-29-65; 10 percent of
the total number of machine stitchers for
normal labor turnover purposes (cotton,
jersey and leather combination).

Granet Glove Corp., Box 188, South Royal-
ton, Vt.; effective 10-15-64 to 10-14-65; 5
learners for normal labor turnover purposes
(work gloves).

Richmond Glove Corp., 601 North D
Street, Richmond, Ind.; effective 10-10-64
to 4-9-65; 10 learners for plant expansion
purposes (work gloves),

Richmond Glove Corp., 601 North D
Street, Richmond, Ind.; effective 10-10-64
to 10-9-65; 10 percent of the total number
of machine stitchers for normal labor turn-
over purposes (work gloves).

Hosiery Industry Learner Regulations
(29 CFR 522.1 to 522.9, as amended, and
29 CFR 522.40 to 522,43, as amended).

Beaver Hoslery Co., Hickory, N.C.; effec-
tive 10-23-64 to 10-22-65; 5 learners for
normal labor turnover purposes (seamless),

Burlington Balfour Mills, Post Office Box
610, Asheboro, N.C.; effective 10-19-64 to 10—
18-65; 5 percent of the total number of
factory production workers for normal labor
turnover purposes (seamless).

Danville Knitting Mills, Inc., Danville, Va.;
effective 10-15-64 to 10-14-65; 5 percent of
the total number of factory production
workers for normal labor turnover purposes
(seamless) .
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C. D. Jessup & Co., Claremont, N.C.; effec~
tive 10-15-64 to 10-14-65; 5 learners for
normal labor turnover purposes (seamless),

Union Manufacturing Co., 500 Sibley Ave-
nue, Union Point, Ga.; effective 10-21-64 to
10-20-65; 5 percent of the total number of
factory production workers for normal labor
turnover purposes (seamless).

Wayne Knitting Mills, Humboldt, Tenn.;
effective 10-24-64 to 10-23-65; 5 percent of
the total number of factory production
workers for normal labor turnover purposes
(full-fashioned, seamless).

Wyatt Knitting Co., 1006 Goldsboro Ave-
nue, Sanford, N.C.; effective 11-1-64 to 10-
31-65; 5 learners for normal labor turnover
purposes (full-fashioned, seamless) .,

Knitted Wear Industry Learner Regu-
lations (29 CFR 522.1 to 522.9, as amend-
ed, and 29 CFR 522.30 to 522.35, as
amended) .

Boonville Manufacturing Corp., 3802-316
North Second Street, Boonville, Ind.; effective
11-1-64 to 10-31-65; 5 learners for normal
labor turnover purposes in the manufacture
of men’s woven underwear (men's woven
underwear) .

Lacy Manufacturing Co., Inc., 801 Adele
Street, Martinsville, Va,; effective 10-16-64
to 10-15-65; 10 learners for normal labor
turnover purposes (men’s and boys’ swim
trunks).

Lacy Manufacturing Co., Inc., 901 Adele
Street, Martinsville, Va.; effective 10-16-64
to 4-15-65; 10 learners for plant expansion
purposes (men's and boys’ swim trunks).

Rockwell Manufacturing Corp., St. Paul,
Va.; effective 10-23-64 to 10-22-65; 5 percent
of the total number of factory production
workers for normal labor turnover purposes
(ladies’ sleepwear, lingerie).

Sherman Underwear Mills, Inc., Hawley,
Pa.; effective 10-23-64 to 10-22-65; 5 percent
of the total number of factory production
workers for normal labor turnover purposes
(ladies’ and children’s panties),

The following student-worker certifi-
cate was issued pursuant to the regula-
tions applicable to the employment of
student-workers (29 CFR 527.1 to 527.9).
The effective and expiration dates, oc-
cupations, wage rates, number of stu-
dent-workers, and learning periods for
the certificates issued under Part 527 are
as indicated below.

Atlantic Union College, Main Street, South
Lancaster, Mass.; effective 10-13-64 to 8-31-
65; authorizing the employment of: (1) 15
student-workers in the printing industry
in the occupations of compositor, pressman
and related skilled and semiskilled occupa-
tions for a learning period of 1000 hours at
the rates of $1.10 an hour for the first 500
hours and $1.15 an hour for the remaining
500 hours; (2) 85 student-workers in the
bookbinding industry in the occupations of
bookbinder, bindery workers, and related
skilled and semiskilled occupations for a
learning period of 600 hours at the rates of
81.10 an hour for the first 300 hours and
$1.15 an hour for the remaining 300 hours;
and (3) 40 student-workers in the broom
manufacturing industry in the occupations
of broom maker, stitcher, sorter, winder, and
related skilled and semiskilled occupations
for a learning period of 860 hours at the
rates of $1.10 an hour for the first 180 hours
;nd $1.15 an hour for the remaining 180

ours,

The student-worker -certificate was
issued upon the applicant’s representa-
tions and supporting material fulfilling
the statutory requirements for the issu-
ance of such certificates, as interpreted
and applied by Part 527.
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Each learner certificate has been is-
sued upon the representations of the em-
ployer which, among other things, were
that employment of learners at special
minimum rates is necessary in order to
prevent curtailment of opportunities for
employment, and that experienced work-
ers for the learner occupations are not
available. Any person aggrieved by the
issuance of any of these certificates may
seek a review or reconsideration thereof
within fifteen days after publication of
this notice in the FEDERAL REGISTER pur-
suant to the provisions of 29 CFR 522.9.
The certificates may be annulled or with-
drawn, as indicated therein, in the man-
ner provided in 29 CFR, Part 528,

Signed at Washington, D.C., this 6th
day of November 1964. g

ROBERT G. GRONEWALD,
Authorized Representative
of the Administrator.

[F.R. Doc. 64-11904; Filed, Nov. 20, 1964;
8:45 am.]

INTERSTATE COMMERCE
COMMISSION

[Rev. 8. O. 562, Taylor's I.C.C. Order 176]
MIDLAND VALLEY RAILROAD CO.
Rerouting or Diversion of Traffic

In the opinion of Charles W. Taylor,
Agent, the Midland Valley Railroad Co.,
due to bridge damage near Arkansas
City, Kans., is unable to transport traffic
routed over its lines.

It is ordered, That:

(a) Rerouting traffic: The Midland
Valley Railroad Co. and its connections,
being unable to transport traffic in ac-
cordance with shippers routing because
of bridge damage, near Arkansas City,
Kans., is hereby authorized to divert or
reroute such traffic moving over its line
over any available route to expedite the
movement, regardless of the routing
shown on the waybill. The billing
covering all such cars rerouted shall
carry a reference to this order as au-
thority for the rerouting.

(b) Concurrence of receiving roads to
be obtained: The railroad desiring to
divert or reroute traffic under this order
shall confer with the proper transpor-
tation officer of the railroad or railroads
to which such traffic is to be diverted or
rerouted, and shall received the concur-
rence of such other railroads before the
rerouting or diversion is ordered.

(¢) Notification to shippers: The
carrier rerouting cars in accordance with
this order shall notify each shipper at
the time each car is diverted or rerouted
and shall furnish to such shipper the
new routing provided under this order.

(d) Inasmuch as the diversion or re-
routing of traffic by said Agent is deemed
to be due to carrier’s disability, the rates
applicable to traffie diverted or rerouted
by said Agent shall be the rates which
were applicable at the time of shipment
on the shipments as originally routed.

(e) In executing the directions of the
Commission and of such Agent provided
for in this order, the common carriers in-
volved shall proceed even though no con-
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tracts, agreements, or arrangements now
exist between them with reference to
the divisions of the rates of transporta-
tion applicable to such traffic; divisions
shall be, during the time this order re-
mains in force, those voluntarily agreed
upon by and between said carriers; or
upon failure of the carriers to so agree,
said divisions shall be these hereaffer
fixed by the Commission in accordance
with pertinent authority conferred upon
it by the Interstate Commerce Act.

(f) -Effective date: This order shall
become effective at 10:00 a.m., Novem-
ber 17, 1964.

(g) Expiration date: This order shall
expire at 11:59 p.m., December 17, 1964,
unless otherwise modified, changed, sus-
pended or annulled.

It is further ordered, That this order
shall be served upon the Association of
American Railroads, Car Service Divi-
sion, as agent of all railroads subscribing
to the car service and per diem agree-

" ment under the terms of that agreement

and by filing it with the Director, Divi-
sion of the Federal Register.

Issued at Washington, D.C. Novem-
ber 17, 1964.

INTERSTATE COMMERCE
COMMISSION,
CHARLES W. TAYLOR,
Agent.
[FR. Doc. 64-11913; Filed, Nov. 20, 1964;
8:46 a.m.)

[SEAL]

[Notice 1080]

MOTOR CARRIER TRANSFER
PROCEEDINGS

NoVEMBER 18, 1964.

Synopses of orders entered pursuant to
section 212(b) of the Interstate Com-
merce Act, and rules and regulations pre-
seribed thereunder (49 CFR Part 179),
appear below:

As provided in the Commission’s spe-
cial rules of practice any interested
person may file a petition seeking recon-
sideration of the following numbered
proceedings within 20 days from the date
of publication of this notice. Pursuant
to section 17(8) of the Interstate Com-
merce Act, the filing of such a petition
will postpone the effective date of the
order in that proceeding pending its dis-
position. The matters relied upon by
petitioners must be specified in their
petitions with particularity.

No. MC-FC 67239. By order of No-
vember 13, 1964, the Transfer Board ap-
proved the transfer to L. F. Berry, Eas-
ton, Md., of a portion of the operating
rights issued by the Commission August
24, 1964, under Certificate No. MC
29969, to Rex “N” Don Van Lines, Inc,,
Charleston, Ill.,, authorizing the frans-
portation, over irregular routes, of
household goods, as defined by the Com-~
mission, between points in Macon Coun-
ty, Ill.,, on the one hand, and, on the
other, points in Illinois, Indiana, Iowa,
Kentucky, Michigan, Missouri, Ohio,
Tennessee, and Wisconsin; between
points in Clark, Coles, Cumberland,
Douglas, Edgar, Moultrie, and Shelby
Counties, Ill., on the one hand, and, on
the other, points in Arkansas, Zndiana,
Kansas, Kentucky, Missouri, Oklahoma,

and Texas. Harry C. Ames, Jr., 529
Transportation Building, Washington,
D.C., 20006, attorney for applicants.

No. MC-FC-67329. By order of No-
vember 16, 1964, the Transfer Board ap-
proved the transfer to Moritz O. Goche-
nour, doing business as Gochenour Bus
Service, Woodstock, Va., of Certificate
in No. MC 116234, issued June 6, 1957,
in the name of Alston Richard La Fol-
lette, doing business as L. & M. Trans-
portation Service, Winchester, Va., au-
thorizing the transportation of passen-
gers and their baggage, and express and
newspapers in the same vehicle with
passengers, over regular routes, between
Winchester, Va., and Charles Town, W,
Va., serving all intermediate points ex-
cept points on U.S. Highway 11; and be-
tween Charles Town, W. Va., and junc-
tion U.S. Highway 340 and private road
owned by the Charles Town Turf Club
(formerly the Charles Town Jockey Club,
Ine.), during the authorized racing sea-
son of the Charles Town Race Track,
‘W. Va., serving no intermediate points.
Linwood C. Major, Jr., 2001 Massachu-
setts Avenue NW., Washington, D.C,
20036, attorney for applicants.

No. MC-FC 67347. By order of No-
vember 17, 1964, the Transfer Board
approved the transfer and substitution
of Louis L. Grimm, In¢., as applicant in
the pending ‘“‘grandfather-proviso” pro-
ceeding, No. MC 54826 Sub 1, in lieu of
Louis L. Grimm, seeking a Certificate
of Registration under the provisions of
section 206(a) (7) of the Act, covering
the transportation of property between
points in Pennsylvania. Edward M.
Larkin, 2508 Grant Building, Pittsburzh,
Pa., attorney for applicants.

[sEAL] Harorp D. McCoyv,
Secretary.
[F.R. Doc. 64-11915; Filed, Nov. 20, 1964

8:46 am.]

FOURTH SECTION APPLICATION
FOR RELIEF

NovEMBER 18, 1964.

Protests to the granting of an applica-
tion must be prepared in accordance with
Rule 1.40 of the general rules of prac-
tice (49 CFR 1.40) and filed wit,hinil_a
days from the date of publication of this
notice in the FEperaL REGISTER.

AGGREGATE-OF~INTERMEDIATES

FSA No. 39407: Liquid caustic soda
from Port Neches, Tex. Filed by Texas-
Louisiana Freight Bureau, agent (NO.
522), for interested rail carriers. Rales
on liquid caustic soda, in tank carloads,
from Port Neches, Tex., to Dallas, Fort
Worth and Sherman, Tex.

Grounds for relief: Maintenance of de-
pressed rates published to meet intrastaié
competition without use of such rates as
factors in constructing combination
rates. ;

Tariff : Supplement 21 to Texas-Louisi-
ana Freight Bureau, agent, tariff 1.C.C.
998,

By the Commission.

[sEAL] HaroLp D. McCo¥,

Secretary.
[FR. Doc. 64-11914; Filed, Nov. 20, 1964;
8:46 4.m.]
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Rules and Regulations

Title 21—F00D AND DRUGS

Chapter |I—Food and Drug Adminis-
tration, Department of Health, Edu-
cation, and Welfare

PART 3—STATEMENTS OF GENERAL
POLICY OR INTERPRETATION

PART 144—ANTIBIOTIC DRUGS; EX-
EMPTIONS FROM LABELING AND
CERTIFICATION REQUIREMENTS

PART 145—ANTIBIOTIC DRUGS; DEFI-
NITIONS AND INTERPRETATIVE
STATEMENTS

PART 146—ANTIBIOTIC DRUGS;
PROCEDURAL REGULATIONS

PART 148—ANTIBIOTIC DRUGS; LA-
BELING AND PACKAGING RE-
QUIREMENTS

Recodification and Reorganization of
General Regulations for the Certifi-
cation of Antibiotic and Antibiotic-
Containing Drugs

Pursuant to section 507 of the Federal
Food, Drug, and Cosmetic Act (sec. 507,
59 Stat. 463 as amended; 21 U.S.C. 357)
and under the authority delegated to the
Commissioner of Food and Drugs by the
Secretary of Health, Education, and
Welfare (21 CFR 290; 29 F.R. 471),
Parts 146 and 148 are reorganized as
indicated below for the following rea-
sons:

1. Elimination of repetitious or dupli-
cated material.

2. Separation and rearrangement of
textual material into logical sequences
and correlation of related material.

3. Broadening of scope of existing
parts and providing for expansion and
growth by establishment of new parts.

4. Updating of old material.

The changes effected are principally
editorial in nature and the only substan-
tive amendments are made for the pur-
pose of correcting inconsistencies, dele-
tion of obsolete material, or updating of
material, where necessary.

The changes effected are as follows:

1. Section 3.29 is revoked since the
provisions therein are duplicated by
§ 121.9.

2. All antibiotic regulations concern-
ing exemptions, with the exception of
those specifically cross-referenced and
with the exception of §§ 146.9, 146.12,
and 146.28 which are revoked, are trans-
ferred to new Part 144, in accordance
with the following redesignation table:

REDESIGNATION TABLE—PART 144

0ld section New section
L L0 b S ahad e SRR R s 1443
5 L e R S g B L e 1444
R R o i i R 1445
LR B S L S RS e A 1446
R R e s et s s e e e oais 1447
T S UL S LIS R s S35 Sl 1448

REDESIGNATION Tasto—FPanr 144—Continued

0Old section New section
146.30- 1449
146.29 144.10
14627 .. et -— 14411
146.24 2 144.14
146.11 - 144.15
R e e S R e s Ll 144.16
388 1(9) -oous ool 14423
» T 7. 8 R R S R e A S R T e e 14424
1 RIS 14425
146.26_ - 14426

3. All defining and interpretative anti-
biotic regulations are removed to a new
Part 145, in accordance with the follow-

ing redesignation table:
REDESIGNATION TABLE—PART 145

Old section New section
146.1, introduction to section. ... 145.1(a)
BT EBY M) sl e s mions 145.1(b)
2401 {0) (€)oo e e 145.1(d)
1481 (e) (1) (B s e 145.1 (e), (1)
 FETEY N ¢ 3 Yo s UL I Ly 145.1(g)

146.1(a) (1)—(31)
146.1(b) (1)-(33)

1452(a) (1)—(81)
145.3(a) (1)—(83)

T (R SR A 145.3(b)
YA ESY TN ) A e i 145.4
e L e R I R NG 145.31

4, All antibiotic regulations concerning
procedural requirements now contained
in Part 146 will remain in that part, and
all other antibiotic regulations relating
solely to procedure are transferred to the
new Part 146, in accordance with the
following redesignation table:

REDESIGNATION TABLE—PART 146

Old section New section
(Y e el Bt R e il 5 R L 5 1o 146.2(c)
1462 (¢), (d), (@) cmeccma 146.2 (d), (e),.(1)
146.1(f) - > Sl -- 1463(c)
U7 Y Rl SO TR e NS < 146.3(d)
Co e Ly oy e % Tlea A 4TRSS 2L 146.3(e)
€78 1) WP PR RC S SR S e 146.3 (1)
B L ) o e s s i 146.7
14856 .- 146.8(e)
146.26(d) .- 146.8(1)
146.8 (e), (1), (8) —ceeeeam 1468 (g), (1), (1)
5 e R S e R SR % 1469
U1 A i e R R RN S O 146.10
| U7 Je I ¢ 1) IES ke U E N S n ce BRI 146.11
3 TR s AR S T e B e 146.12

5. All antibiotic regulations concerning
labeling and packaging requirements
now in Part 148 remain in that part, and
the heading to the part is changed. Sec-
tions 148.1 and 148.5 are revoked. Sec-
tion 148.4 is removed to Part 146 as
§ 146.2(¢). Sections 3.504 and 146.10 are
combined into one section and trans-
ferred to Part 148 as new § 1484. Sec-
tion 146.14 is transferred to Part 148 as
new § 148.5.

The affected parts read as follows:

PART 144—ANTIBIOTIC DRUGS; EX-

EMPTIONS FROM LABELING AND
CERTIFICATION REQUIREMENTS

Sec.

144.1 [Reserved |

1442 [Reserved]

1443 Exemption for labeling.

1444 Exemption for storage.

1445 Exemption for processing.

1446 Exemption for repacking.

1447 Exemption for manufacturing use.
1448 Exemption for investigational use.

Sec.

1449 Exemption of antibiotic drugs for
use in teaching, law enforcement,
research, and analysis,

Biological drugs that contain anti-

biotics.

Antiblotics for fish diseases,

[Reserved ]

[Reserved]

Antibiotic powders for diagnostic

use,

Assay requirements for antibiotic

drugs exempted from certification.

144.16 Antibiotic drugs intended for export.

144.17-144.22 [Reserved]

14423 Records retention.

14424 Manganese bacitracin medicated
animal feed.

14425 Antibiotic drugs for use in medicated
animal feed (antiblotic medicated
feed premixes; antibiotic medi-
cated feed concentrates that must
be diluted with feed ingredients
before they are fed).

14426 Animal feed containing certifiable
antibiotic drugs.

AuTHORITY: The provisions of this Part
144 issued under sec. 507, 59 Stat. 463, as
amended; 21 U.S.C. 357.

Cross REFERENCE: For other regulations in
this chapter relating to antibiotic drugs ex-
empted from certification, see also: §§ 146a.-
24(f), 146a.27(f), 146a.30(f), 146a.37(1),
146a.51(f), 146a.69(f), 146a.88(c), 146a.93(¢),
146b.112(f), 146b.115(f), 146b.119(f), 146D.-
125(b), 146b.129(b), 146¢.205(f) , 146¢.207(b),
146¢.219(f), 146¢.230(f), 146e.402(f), 146c.-
423(c), 146e.425(1), 146e.427(b), 146e431(Db).

§ 144.1 [Reserved]
§ 144.2 [Reserved]
§ 144.3 Exemption for labeling.

(a) Except as provided by paragraphs
(¢) and (d) of this section, a shipment
or other delivery of a certifiable anti-
biotic drug which is to be labeled al an
establishment located elsewhere than at
the place of manufacture shall be ex-
empt, during the time of introduction
into and movement in interstate com-
merce and the time of holding in such
establishment, from the requirement of
section 502(1) of the act if the labeling
of each shipping container bears the
batch mark of the drug, the number of
units per package and the expiration
date, and if the person who introduced
such shipment or delivery into lntgl‘§1%1§'?
commerce holds a permit (Antibiotic
Form 3) from the Commissioner author-
izing shipment for labeling in such
establishment. -

(b) (1) An application for such a per-
mit shall be in a form specified by the
Commissioner and shall give the name
and location of the establishment I
which such labeling is to be done. i

(2) In case the applicant is the oper~
ator of such establishment, the applica-
tion shall include a written agreem"x?t
signed by him that he will request per-
tification of each batch from which "”?{
shipment or delivery is made to S‘“v‘{
establishment unless it is exempt undc!
section 801(d) of the act or § 144.8; }11::1"
he will not remove any of such antibiotic

144.10

14411
144.12
144.13
144.14

144.15
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drug from such\'establlshment unless it
complies with section 502(1) of the act
or is so exempt, or if certification is re-
fused, unless it is returned within a rea-
sonable time to permit reprocessing and
certification, destruction, or such ex-
emption at the establishment where it
was manufactured; that he will keep
complete records showing the date, quan-
tity, and batch mark of each such ship-
ment and delivery and the disposition
thereof ; that he will make such records
available to any officer or employee of the
Food and Drug Administration at any
reasonable hour within 3 years after the
date of such disposition; and that he will
accord full opportunity to such officer or
employee to make inventories of stocks
on hand and otherwise check the cor-
rectness of such records.

(3) In case the applicant is not the
operator of such establishment such ap-
plication shall include or be accompa-
nied by:

(1) A written agreement signed by the
applicant that he will request certifica-
tion of each batch from which any ship-
ment or delivery is made to such
establishment unless it is exempt under
section 801(d) of the act or § 144.8:
that he will keep complete records show-
ing the date, quantity, and batch mark
of each such shipment and delivery; and
that he will make such records available
to any officer or employee of the Food
and Drug Administration at any reason-

able hour within 3 years after the date-

of such shipment or delivery; and

(i) A written agreement signed by the
operator of such establishment that he
will submit a request, supplemental to
that of the applicant, for the certifica-
tion of each bateh or portion thereof
comprised in any such shipment or de-
livery received by him unless it is exempt
under section 801(d) of the act or
1144.8; that he will specify in his re-
duest the number of packages of each
Size In such shipment or delivery, the
date of delivery, the batch mark thereof,
and the batch mark he will use therefor:
that the batch marks to be used (if dif-
ferent from those of the applicant) will
be only those of which the key is specified
In this agreement that the expiration
date used for the batch will be only that
assigned to the manufacturer by cer-
tification; that the labeling to be used
f(_)l'_ such packages will be only that of
Which specimens are attached to this
agreement (including specimens of all
bl_'ochures and other printed matter, ex-
tept readily available medical publica-
ti‘ons, referred to in such labeling) ; that
;k hen any change is made in such key or
abeling he will promptly submit to the
Cr(‘mnmssion_er a full statement of such
f ange or, in the case of changed label-
L‘l‘ Sbecimens showing all such changes;
that he will not remove any of such anti-
Louce drug from such establishment un-
LLI;‘\ It complies with section 502(1) of
ofet Iiict or is exempt under section 801(d)
i 1€ act or § 144 .8 or, if certification is
;‘(’aused, unless it is returned within a
e ;onable time to permit reprocessing
= certification, destruction, or such
{&'qegmptlon at the establishment where it
cokx; manufactured; that he will keep

Dlete records of the disposition of

FEDERAL REGISTER

each such shipment and delivery; that
he will make such records available to
any officer or employee of the Food and
Drug Administration at any reasonable
hour within 3 years after the date of
such disposition; and that he will ac-
cord full opportunity to such officer or
employee to make inventories of stocks
on hand and otherwise check the correct-
ness of such records.

(4) When the Commissioner finds,
after giving notice and opportunity for
hearing, that such application contains
any untrue statement of a material fact
or that any provision of any such agree-
ment has been violated he may revoke
such permit.

(c) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery into
interstate commerce is the operator of
such establishment, shall become void
at the beginning of the act of remov-
ing or offering to remove such shipment
or delivery or any part thereof, before
or after labeling, from such establish-
ment unless such batch complies with
section 502(1) of the act or is exempt
under section 801(d) of the act or § 144.8
or, if certification is refused, unless such
shipment or delivery is returned within
a reasonable time to permit reprocessing
and certification, destruction, or such ex-
emption at the establishment where it
was manufactured.

(d) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery into
interstate commerce is not the operator
of such establishment, shall expire at the
beginning of the act of removing or offer-
ing to remove such shipment or delivery
or any part thereof, before or after label-
ing, from such establishment unless such
batch complies with section 502(1) of
the act or is exempt under section 801
(d) of the act or § 144.8 or, if certifica-
tion is refused, unless such shipment or
delivery, within a reasonable time, is de-
stroyed or returned to permit reprocess-
ing and -certification, destruction, or
such exemption at the establishment
where it was manufactured.

§ 144.4 Exemption for storage.

(a) Except as provided by paragraphs
(e) and (d) of this section, a shipment or
other delivery of a drug which is to be
stored at a warehouse located elsewhere
than at the place of manufacture shall
be exempt, during the time of introduc-
tion into and movement in interstate
commerce and the time of holding in
such warehouse, from the requirements
of section 502(1) of the act if the label-
ing of each shipping container bears the
batch mark of the drug, and if the person
who introduced such shipment or deliv-
ery into interstate commerce holds a
permit from the Commissioner authoriz-
ing shipment for storage in such ware-
house.

(b) An application for such a permit
shall be in a form specified by the Com-
missioner, and shall give the name and
location of the warehouse in which such
drug is to be stored. Such application
shall be accompanied by:
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(1) A written agreement signed by the
applicant that he will request certifica-
tion of each batch thereof unless it is
exempt under section 801(d) of the act
or §144.3, 144.6, or 1447, that he will
not remove any of such drug from such
warehouse unless it complies with see
tion 502(1) of the act or is so exempt or.
if certification is refused unless it is
returned within a reasonable time to
permit reprocessing and certification, de-
struction, or such exemption at the
establishment where it was manufac-
tured; that he will keep complete records
showing the date, quantity, and batch
mark of each shipment and other deliv-
ery of any such drug to such warehouse,
and that he will make such records avail-
able to any officer or employee of the
Food and Drug Administration at any
reasonable hour within 3 years after the
date of such shipment or delivery; and

(2) A written statement signed by the
operator of such warehouse showing that
he has adequate facilities for such stor-
age; such statement shall contain an
agreement that he will hold each ship-
ment or other delivery of such drug in-
tact, under such conditions as will not
cause failure of the drug to comply with
the requirements for certification, that
he will keep complete records showing
the date of receipt by him and the quan-
tity and batch mark of each such ship-
ment and delivery and the disposition
thereof, that he will make such records
available to any officer or employee of
the Food and Drug Administration at
any reasonable hour within 3 years after
the date of such disposition, and that he
will accord full opportunity to such of-
ficer or employee to make inventories of
stocks on hand and otherwise check the
correctness of such records.

If the applicant keeps complete records
showing the date, quantity, and batch
mark of each shipment and other de-
livery of any such drug from such ware-
house and the name and post-office ad-
dress of the person to whom such ship-
ment or delivery was made, the agree-
ment to keep records of such disposals,
to make such records available, and to
afford opportunity for checking their
correctness may be included in the appli-
cant's agreement and omitted from that
of the operator. When the Commis-
sioner finds, after giving notice and op-
portunity for hearing, that such appli-
cation contains any untrue statement
of a material fact or that any provision
of any such agreement has been violated
he may revoke such permit.

(c) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who intro-
duced such shipment or delivery into
interstate commerce is the operator of
such warehouse, shall become void
at the beginning of the act of removing
or offering to remove such shipment
or delivery or any part thereof from
such warehouse unless such batch
complies with section 502(1) of the act
or is exempt under section 801(d) of the
act or § 144.3, 144.6, or 144.7, or, if cer-
tification is refused, unless such ship-
ment or delivery is returned within a
reasonable time to permit reprocessing
and certification, destruction, or such
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exemption at the establishment where it
was manufactured.

(d) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery into
interstate commerce is not the operator
of such warehouse, shall expire at the
beginning of the act of removing or offer-
ing to remove such shipment or delivery
or any part thereof from such warehouse
unless such batch complies with section
502(1) of the act or is exempt under sec~
tion 801(d) of the act or § 144.3, 144.6,
or 1447, or, if certification is refused,
unless such shipment or delivery, within
& reasonable time, is destroyed, or re-
turned to permit reprocessing and certifi-
cation, destruction, or such exemption at
the establishment where it was manu-
factured.

§ 144.5 Exemption for processing.

(a) Except as provided by paragraphs
(¢) and (d) of this section, a shiprhent
or other delivery of any certifiable anti-
biotic drug subject to the regulations in
this chapter in concentrated aqueous so-
lution which is to be processed at an es-
tablishment located elsewhere than at
the place of manufacture shall be exempt
during the time of introduction into and
movement in interestate commerce and
the time of holding in such establish-
ment from the requirements of section
502(1) of the act, if the person who in-
troduced such shipment or delivery into
interstate commerce holds & permit from
the Commissioner authorizing shipment
for processing in such establishment,
and each package of such solution bears
the batch mark of the drug.

(b) An application for such a permit
shall be in a form specified by the Com-
missioner and shall give the name and
location of the establishment in which
such processing is to be done. Such
application shall be accompanied by:

(1) A written agreement signed by the
applicant that he will keep complete reec-
ords showing the date, quantity, potency,
and batch mark of each shipment and
other delivery of any such solution to
such establishment, and that he will
make such records available to any offi-
cer or employee of the Food and Drug
Administration at any reasonable hour
within 3 years after the date of such
shipment or delivery;

(2) A written agreement signed by the
operator of such establishment showing
that he has adequate facilities for such
processing; such statement shall contain
an agreement that he will keep complete
records showing the date of receipt by
him and the quantity and bateh mark of
each such shipment and delivery and the
disposition thereof, that he will make
such records available fo any officer or
employee of the Food and Drug Adminis-
tration at any reasonable hour within
3 years after date of such disposition,
and that he will accord full opportunity
to such officer or employee to make
inventories of stocks on hand and other-
wise check the correctness of such
records; and

(3) A written agreement signed by the
person who will own the drug after the
processing is completed that he will re-
quest certification of each batch thereof
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unless it is exempt under section 801(d)
of the act or § 1443, 144.4 1446, 144.7,
or 144.8, and that he will not remove
any of such drug from such establish-
ment unless it complies with section
502(1) of the act or is so exempt.

When the Commissioner finds, after
giving notice and opportunity for hear-
ing, that such application contains any
untrue statement of a material fact or
that any provision of any such agree-
ment has been violated he may revoke
such permit.

(c) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery into
interstate commerce is the operator of
such establishment, shall become void
at the beginning of the act of removing
or offering to remove such shipment or
delivery or any part thereof, before or
after processing, from such establish-
ment unless the batch made from such
shipment or delivery complies with sec-
tion 502(1) of the act or is exempt under
section 801(d) of the act or § 1443,
1444, 144.6, 144.7, or 144.8, or, if cer-
tification is refused, unless such ship-
ment or delivery is reprocessed and cer-
tified or destroyed within a reasonable
time,

(d) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who intro-
duced such shipment or delivery into
interstate commerce is not the operator
of such establishment, shall expire at the
beginning of the act of removing or offer-
ing to remove such shipment or delivery
or any part thereof, before or after proc-
essing, from such establishment unless
the batch made from such shipment or
delivery complies with section 502(1)
of the act or is exempt under section 801
(d) of the act or § 144.3, 1444, 144.6,
144.7, or 1448, or, if certification has
been refused, unless such shipment or
delivery is reprocessed and certified or
destroyed within a reasonable time.

§ 144.6 Exemption for repacking.

(a) Except as provided by paragraphs
(¢) and (d) of this section, a shipment
or other delivery of a drug which is to
be repacked at an establishment located
elsewhere than at the place of manufac-
ture shall be exempt, during the time of
introduction into and movement in in-
terstate commerce and the time of hold-
ing in such establishment from the re-
quirements of section 502(1) of the act
if the labeling of each container bears
the batch mark of the drug and the
number of units per package, and if the
person who introduces such shipment
or delivery into interstate commerce
holds a permit from the Commissioner
authorizing shipment for repacking in
such establishment.

(b) An application for such a permit
shall be in a form specified by the Com-
missioner, and shall give the name and
location of the establishment in which
such repacking is to be done. Such ap-
plication shall be accompanied by :

(1) A written agreement signed by the
applicant that he will keep complete rec-
ords showing the date, quantity, and
batch mark of each shipment and other

delivery of any such drug to such estab-
lishment, and that he will make such
records available to any officer or em-
ployee of the Food and Drug Administra-
tion at any reasonable hour within 3
years after the date of each shipment or
delivery;

(2) A written statement signed by the
operator of such establishment showing
that he has adequate facilities for such
repacking; such statement shall contain
an agreement that he will keep complete
records showing the date of receipt by
him and the quantity and batch mark
of each such shipment and delivery and
the disposition thereof, that he will make
such records available to any officer or
employee of the Food and Drug Admin-
istration at any reasonable hour within
3 years after the date of such disposition,
and that he will accord full opportunity
to such officer or employee to make in-
ventories of stocks on hand and other-
wise check the correctness of such rec-
ords; and

(3) A written agreement signed by the
person who will own the drug after the
repacking is completed that he will re-
quest certification of each batch thereof
unless it is exempt under section 801
(d) of the act or § 144.3, 1444, 144.7, or
144.8, and that he will not remove any
of such drug from such establishment
unless it complies with section 502(1)
of the act or is so exempt or s returned
to him for labeling or, if certification is
refused, unless it is returned within a
reasonable time to permit reprocessing
and certification, destruction, or such
exemption at the establishment where it
was manufactured,

When the Commissioner finds, after
giving nofice and opportunity for hear-
ing, that such application contains any
untrue statement of a material fact or
that any provision of any such agree-
ment has been violated he may revoke
such permit.

(¢) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery Into
interstate commerce is the operator of
such establishment, shall become void &t
the beginning of the act of removing or
offering to remove such shipment or de-
livery or any part thereof, before or after
repacking, from such establishment un-
less such batch complies with section 502
(1) of the act or is exempt under section
801(d) of the act or § 144.3, 144.4, 144.7:
or 144.8, or is returned to such person {01
labeling or, if certification is refused, un-
less such shipment or delivery is Te-
turned within a reasonable time to per-
mit reprocessing and certification, de-
struction, or such exemption at the
establishment where it was manufac-
tured.

(d) An exemption of a shipment 0;
other delivery under paragraph (a) O
this section, in case the person who in-
troduced such shipment or delivery mtg
interstate commerce is not the opgratolt
of such establishment, shall expire 4%
the beginning of the act of removing or
offering to remove such shipment or d“: 7
livery or any part thereof, before or after
repacking, from such establishment un-
less such batch complies with sectiol
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502(1) of the act or is exempt under
section 801(d) of the act or § 144.3, 144 .4,
1447, or 144.8, or is returned to such
person for labeling or, if certification is
refused, unless such shipment or delivery,
within a reasonable time, is destroyed or
returned to permit reprocessing and cer-
tification, destruction, or such exemp-
tion at the establishment where it was
manufactured.

§144.7 Exemption for manufacturing
use.

(a) Except as provided by paragraphs
(¢) and (d) of this section, a shipment
or other delivery of any certifiable anti-
biotic drug subject to the regulations in
this chapter that is packed in containers
of not less than 10,000,000 units of peni-
cillin or 10 grams each of one of the
other antibiotic drugs shall be exempt,
during the time of introduction into and
movement in interstate commerce and
the time of holding in the establishment
where it is so used, from the require-
ments of section 502(1) of the act, if
it conforms to the standards prescribed
therefor by the section of the regulations
in this chapter which is specifically ap-
plicable to such other antibiotic drug, if
the label of each container bears the
batch mark of the drug, the number of
units or grams per package, and the date
on which the latest assay of the drug was
completed, and if the person who intro-
duced each shipment or delivery into in-
terstate commerce holds a permit from
the Commissioner authorizing shipment
for ntmnufacturlng use in such establish-
ment,

(b) An application for such a permit
shall be in a form specified by the Com-
missioner, shall give the name and loca-
tion of the establishment in which such
drug is to be used and shall be accom-
panied by:

(1) A written agreement signed by the
applicant that he will keep complete
Tecords showing the date, quantity, and
batch mark of each shipment and other
delivery of any such drug to such estab-
lllshment, and that he will make such
tecords available to any officer or em-
Dloyee of the Food and Drug Administra-
ton at any reasonable hour within 3
years after the date of such shipment
or delivery:

(2) A written statement signed by the
&r:erator of such establishment showing

at he has adequate facilities for the
rrtlanufacture of such other drug; such
:hatement shall contain an agreement
lnft he will keep complete records show-

¢ the date of receipt by him and the
g}‘;antlty and batch mark of each such
Shipment ang delivery and the disposi-
ang thereof and showing the quantity
e Patch mark of each batch of such
thl(‘.; drug manufactured by him and
rﬁfey disposition thereof; that he will
m‘; ‘€ such records available to any offi-
Ad or employee of the Food and Drug
“'nrlmnistration at any reasonable hour
4 Un 3 years after the date of such
o [I;ostltxo_n, and that he will accord full
to Igr unity to such officer or employee
_— ake inventories of stocks on hand
2 otherwise check the correctness of
'-“‘ngreAcords: and :

27 A written agreement ed by the
Person who will own the di-iugng anes;' its
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manufacture is completed that he will
request certification of each batch there-
of unless it is exempt under section 801
(d) of the act or § 144.3, 144.4, 1446, or
1448, and that he will not remove any
of such drug from such establishment
unless it complies with section 502(1)
of the act or is so exempt or is returned
to him for labeling.

When the Commissioner finds, after
giving notice and opportunity for hear-
ing, that such application contains any
untrue statement of a material fact or
that any provision of any such agree-
ment has been violated he may revoke
such permit.

(c) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery into
interstate commerce is the operator of
such establishment, shall become void at
the bezinn’ng of the act of removing or
offering to remove such shipment or de-
livery or any part thereof from such
establishment, prior to its use in the
manufacture of another drug, unless it
is exempt under section 801(d) of the
act.

(d) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery into
interstate commerce is not the operator
of such establishment, shall expire at the
beginning of the act of removing or of-
fering to remove such shipment or deliv-
ery or any part thereof from such
establishment, prior to its use in the
manufacture of another drug, unless it
is exempt under section 801(d) of the
act.

§ 144.8 Exemption for investigational
use.

A shipment or other delivery of an
antibiotic drug shall be exempt from sec-
tion 502(1) of the act if all the procedures
outlined in § 130.3 of this chapter are
complied with. For the purposes of this
section, the references in § 130.3 of this
chapter to “new drug” and “approved
new-drug application” shall be deemed to
read “antibiotic drug” and “approval for
certification or exemption from certifica-
tion,” respectively.

§ 144.9 Exemption of antibiotic drugs
for use in teaching, law enforcement,
research, and analysis,

Antibiotic drugs subject to section 507
of the act shall be exempt from the re-
quirements of section 502(1) if shipped
or sold to, or in the possession of, persons
regularly and lawfully engaged in in-
struction in pharmacy, chemistry, or
medicine not involving clinical use; or in
law enforcement; or in research not in-
volving clinical use; or in chemical
analysis or physical testing, provided
they are to be used only for such instruc-
tion, law enforcement, research, analy-
sis, or testing, and provided further that
their labels bear the statgpment “Not for

drug use.”
§ 144.10 Biological drugs that contain
antibiotics.
Biological drugs that contain any cer-
tifiable antibiotic drug subject to the
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regulations in this chapter, and the pur-
pose of the antibiotic is for use only as a
preservative and the biological drug is
conspicuously so labeled, shall be exempt
from the requirements of sections 502
(1) and 507 of the act, if such drugs are
licensed under the Public Health Serv-
ice Act of July 1, 1944 (58 Stat. 682; 42
U.S.C. 201 et seq.) or under the Virus-
Serum-Toxin Act of March 4, 1913 (37
Stat. 832; 21 U.S.C. 151 et seq.)

§ 144.11 Antibiotics for fish diseases.

Any antibiotic drug subject to the reg-
ulations in this chapter intended for use
solely in the prevention or treatment of
disease in fish and conspicuously so la-
beled shall be exempt from the require-
ments of sections 502(1) and 507 of the
act if the fish so treated are not intended
for human consumption.

§ 144.12 [Reserved]

§ 144.13 [Reserved]

§ 144.14 Antibiotic powders for diag-
nostic use.

Dry powders of antibiotic substances,
with or without suitable buffer sub-
stances and diluents, packaged for dis-
pensing and intended for use solely in
laboratory procedures in connection with
the diagnosis or treatment of disease
and conspicuously so labeled shall be
exempt from the certification require-
ments of sections 502(1) and 507 of the
act if they comply with all the following
conditions:

(a) The potency and moisture con-
tent of the antibiotic used in the manu-
facture of the powder and the moisture
content of the powder comply with the
standards prescribed for the antibiotic
by the specific regulations issued in this
chapter.

(b) It is packaged in immediate con-
tainers that are tight containers as de-
fined by the U.S.P. Each such con-
tainer shall contain not less than 10
milligrams.

(c) Each package bears on the label
or labeling of its outside wrapper or con-
tainer and the immediate container the
following:

(1) The statement “Diagnostic re-
agent. For professional use only.”

(2) The number of milligrams or
grams contained in each immediate con-
tainer and the potency per milligram.

(3) The batch mark.

(4) The statement “Expiration date
____________ ,” the blank being filled in
with the date that does not exceed the
expiration date authorized for the anti-
biotic salt by this chapter.

(d) The circular or other labeling
within or attached to the package bears
directions adequate for the use of such
drug.

Cross-REFERENCES: For tests and methods
of assay and certification of antibiotic sen-
sitivity discs for laboratory diagnosis of dis-
ease, see §§ 147.1 and 1472 of this chapter,

§ 144.15 Assay requirements for anti-
biotic drugs exempted from certifica-
tion.

(a) Certain antibiotic drugs are ex-
empted by regulations in this chapter
from the certification requirements of
section 507 of the act if such drugs com-
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ply with standards prescribed by such
regulations and on condition that the
label of each package Lears an expira-
tion date which is determined from the
date during which the batch was last
assayed and released by the manufac-
tucer.

(b) It is the position of the Food and
Drug Administration that if each batch
of such exempted drugs is not tested by
the manufacturer or his agent to deter-
mine whether it complies with the
standards of identity, strength, quality,
and purity prescribed for it, the batch is
not exempt from certification and it may
be deemed to be misbranded under sec-
tion 502(1) of the act when in interstate
commerce,

§ 144.16 Antibiotic drugs intended for
export.

(a) Unless exempted pursuant to sec-
tion 507(c) of the Federal Food, Drug,
and Cosmetic Act, antibiotic drugs con-
signed to persons engaged in export
shipment of the articles are fully sub-
ject to the certification requirements of
sections 502(1) and 507 of the act.
Further, unless exempted pursuant to
section 507(d) or section 801(d) of the
act, such shipments are required to be
labeled in full comformance with the
act and regulations promulgated there-
under. In order to qualify for exemp-
tion under section 801(d) of the act, the
drugs, at the time of introduction into
interstate commerce, must be marked
for export, must accord to the specifica-
tions of the foreign purchaser, and must
not be in conflict with the laws of the
country to which they are intended for
export, The initial shipper has a re-
sponsibility to meet all the conditions
of section 801(d) if exemption is to be
claimed.

(b) Section 144.3 provides exemption
from labeling. If the original shipper
has an effective exemption permit under
the regulations in this Part 144, the ex-
porting firm named in the exemption
permit may be allowed to receive and to
hold the unlabeled drugs under the ex-
emption until the conditions of section
801(d) are satisfied.

§§ 144.17-144.22 [Reserved]
§ 144.23 Records retention.

At the option of the person having
control of records required to be kept by
any regulation in this Part 144, photo-
static or other permanent reproductions
may be substituted for such records after
the first 2 years of the holding period.

§ 144.24 Manganese bacitracin medi-
cated animal feed.

Animal feed containing manganese
bacitracin powder oral veterinary, with
or without added suitable vitamin sub-
stances, shall be exempt from the re-
quirements of sections 502(1) and 507
of the act when used in the amounts and
for the purposes indicated in § 121.225
of this chapter.
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§ 144.25 Antibiotic drugs for use in
medicated animal feed (antibiotic
medicated feed premixes; antibiotic
medicated feed concentrates that
must be diluted with feed ingredients
before they are fed).

Any certifiable antibiotic drug subject
to the regulations in Parts 146a, 146b,
146¢, 146d, and 146e of this chapter or
any combination of two or more such
drugs, with or without those ingredients
specified in § 144.26, intended for use
solely as an ingredient in the manufac-
ture of animal feed and conspicuously
so labeled shall be exempt from the re-
quirements of sections 502(1) and 507 of
the act if it complies with the following
conditions:

(a) It contains one or more suitable
denaturants that make it unfit for hu-
man use; and

(b) Its labeling is such that animal
feed mixed according to the directions
contained therein complies with the re-
quirements of § 144.26.

(¢) It contains no substance for which
§ 144.26 requires exemptions from cer-
tification of the medicated feeds in which
it is used as an ingredient, unless prior
to shipment in commerce:

(1) The manufacturer obtained a per-
mit from the Commissioner issued under
the provisions of § 144.7 authorizing
shipment for manufacturing use to such
establishment; or

(2) The operator of the establishment
where such drug is to be mixed or di-
luted meets all the conditions for ex-
emption from certification of the medi-
cated feed established by the applicable
provisions of § 144.26, including when
required, the submission to, and accept-
ance by the Commissioner of adequate
information of the kind required by
§ 146.10 of this chapter, to establish the
safety and efficacy of the finished medi-
cated feed and to guarantee its identity,
strength, quality, and purity.

§ 144.26 Animal feed containing certi-
fiable antibiotic drugs.

Animal feed containing penicillin,
streptomycin, chlortetracycline, bacitra-
cin, feed grade zinc bacitracin, or baci-
tracin methylene disalicylate or any per-
mitted combination of two or more of
these, with or without added suitable
vitamin substances, shall be exempt from
the requirements of sections 502(1) and
507 of the act when used in accordance
with § 121.225 of this chapter, and under
the conditions set forth in any one of the
following paragraphs of this section:

(a) It is intended for use solely as an
animal feeding supplement, it is con-
spicuously so labeled, and it is manufac-
tured with or without one, but only one,
of the following ingredients in a quan-
tity, by weight of feed, as hereinafter
indicated:

(1) Arsanilic acid: Not less than 0.005
percent and not more than 0.01 percent.

(2) Sodium arsanilate: Not less than
0.005 percent and not more than 0.01
percent.

(3) 3-Nitro-4-hydroxyphenol arsonic
acid: Not less than 0.0025 percent and
not more than 0.0075 percent.

(4) Furazolidone: 0.00083 percent.

(5) Furazolidone 0.00083 percent with
or without nitrofurazone 0.0056 percent
and/or 3-nitro-4-hydroxyphenylarsonic
acid not less than 0.0025 percent and not
more than 0.0075 percent.

(b) It is intended for use in the condi-
tions set forth in any one of the follow-
ing subparagraphs of this paragraph:

(1) It is intended for use solely in the
prevention of coccidiosis outbreaks in
poultry flocks, its labeling bears adequate
directions and warnings for such use
and it contains one, but only one, of the
following ingredients in a quantity, by
weight of feed, as hereinafter indicated:

(1) Sulfaquinoxaline: Not less than
0.0125 percent (or if it is intended solely
for the prevention of the intestinal coc-
cidia E. acervalina in poultry laying
flocks, not less than 0.005 percent) and
not more than 0.025 percent.

(ii) Nitrophenide: Not less than 0.0125
percent and not more than 0.025 percent.
(iii) Nitrofurazone: 0.0056 percent.

(iv) N*-acetyl-N'-(4-nitrophenyl) sul-
fanilamide 0.03 percent and 3-nitro-4-
hydroxyphenylarsonic acid 0.009 percent.

(v) Furazolidone 0.00083 percent, ni-
trofurazone 0.0056 percent, with or with-
out 3 - nitro - 4 - hydroxyphenylarsonic
acid not less than 0.0025 percent and not
more than 0.0075 percent.

(2) It is intended for use solely in the
control of coccidiosis outbreaks in poul-
try flocks, its labeling bears adequate
directions and warnings for such use, and

.it contains one, but only one, of the fol-

lowing ingredients in a quantity, by
weight of feed, as hereinafter indicated:

(i) Sulfaquinoxaline: Not less than
0.033 percent and not more than 0.10
percent.

(ii) Nitrophenide: 0.05 percent.

(iii) Nitrofurazone: 0.0112 percent.

(3) It is intended for use solely in the
prevention of outbreaks of histomoniasis
(“blackhead”) in turkey flocks, its label
ing bears adequate directions and warn-
ings for such use, and it contains one,
but only one, of the following ingredients
in a quantity, by weight of feed, as here-
inafter indicated:

(i) 2-Amino-5-nitrothiazole: 0.05 per-
cent, L?

(ii) 4-Nitrophenylarsonic acid: 0.020
percent. T

(4) It is intended for use solely in the
control of outbreaks of histomoniasis
(“blackhead”) in turkey flocks, its 1ab&‘f-
ing bears adequate directions and wari-
ings for such use, and it contains °-
amino-5-nitrothiazole in a quantity, b7
weight of feed, of 0.10 percent. -

(5) It is intended for use solely as an
anthelmintic for poultry or swine, itS
labeling bears adequate directions and
warnings for such use, and it contains
one, but only one, of the following in-
gredients in a quantity, by weight of feed.
as hereinafter indicated: :

(i) Di-N-butyl tin dilaurate 0.07 per-
cent, nicotine 0.03 percent, and pheno-
thiazine 0.29 percent. .

(i) Nicotine 0.067 percent, pheno

thiazine 0.60 percent, and 2.2 -dlh?;’é
droxy-5.5’-dlchlorodlphenylmethane 0.2
percent.
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(iii) Phenothiazine, not less than 0.3
percent and not more than 1.0 percent,
and nicotine, not less than 0.03 percent
and not more than 0.07 percent.

(iv) Phenothiazine, not less than 0.3
percent and not more than 1.0 percent.

(v) Nicotine, not less than 0.03 per-
cent and not more than 0.07 percent.

(vl) Sodium fluoride 0.3 percent and
sodium sulfate 2.0 percent.

(vil) Cadmium anthranilate,
percent.

(viii) Cadmium oxide, 0.015 percent.

(ix) Sodium fluoride, not less than 0.5
percent and not more than 1.0 percent.

(x) Piperazine dihydrochloride, not
less than 0.18 percent and not more than
0.72 percent (piperazine base 0.1 percent
to 0.4 percent) .

(xi) Piperazine phosphate monohy-
drate, not less than 0.23 percent and not
more than 0.92 percent (piperazine base
0.1 percent to 0.4 percent).

(xii) Piperazine sulfate, not less than
0.21 percent and not more than 0.85 per-
cent (piperazine base 0.1 percent to 0.4
percent).

(xiii) Piperazine monohydrochloride,
not less than 0.13 percent and not more
than 0.52 percent (piperazine base 0.1
percent to 0.4 percent) .

(xiv) Di-N-butyl tin dilaurate 0.07
percent, piperazine sulfate 0.12 percent
and phenothiazine 0.29 percent.

(6) It is intended for use solely in the
prevention of chronic respiratory disease
(air-sac infection) and hexamitiasis in
pouliry, bacterial swine enteritis, and/
or bacterial calf diarrhea; its labeling
bears adequate directions and warnings
for such use, and it contains, per ton
of feed, not less than 50 grams of chlor-
tetracycline or oxytetracycline or a com-
bination of such drugs; or, if it is in-
tended solely for use as an aid in the
Prevention of bacterial swine enteritis,
It contains, per ton of feed, not less than
4 grams nor more than 90 grams of
benieillin and streptomyein in a combi-
nation containing 16.7 percent penieillin.
If it contains not less than 100 grams
of chlortetracycline or oxytetracycline
Or a combination of such drugs per ton
of feed, it may also be represented for
Use as an aid in the prevention of syno-
¥llis in poultry. When intended for the
uses specified in this subparagraph, it
May also contain, in the amount specified
one, but only one, of the ingredients pre-
scribed by paragraph (a) of this section.

(D () It is intended for use solely as
ra @{‘eatment for complicated, chronic
,f?””'fmry disease (air-sac infection),
Ciléoc_uous sinusitis, blue comb (nonspe-
e Infectious enteritis, mud fever), and

‘“Xamitiasis in poultry, and/or bacterial
SWine enteritis; its labeling contains ade-
3\;3}0 directions and warnings for such
e ; Jand it contains, per ton of feed, not
o than 100 grams of chlortetracycline
sy Yietracycline or a combination of
o 5 drugs or not less than 90 grams nor
q?rf than 180 grams of penicillin and
;n"e.ltomycin in a combination contain-
e 1167 percent penieillin. If it contains
el ES:S than 200 grams of chlortetracy-
of € or oxytetracycline or a combination

: Such drugs per ton of feed, it may also
Corrt “Presented for use as an aid in the

‘rol of synovitis in poultry. When
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intended for the uses specified in this
subparagraph, it may also contain, in
the amount specified, one, but only one,
of the ingredients prescribed by para-
graphi(a) of this section. If it is in-
tended for use solely in poultry, it may
contain 0.1 percent of para-aminoben-
zoic acid or the sodium or potassium salt
of para-aminobenzoic acid; or if it is
intended for continuation of coccidiosis
prevention it shall contain, in the
amount specified, one of the ingredients
prescribed by subparagraph (1) of this
paragraph. If it is intended for use
solely in the treatment of the diseases
of chickens described in this subpara-
graph, it contains, per ton of feed, not
less than 100 grams and not more than
200 grams of chlortetracycline and it
contains not less than 0.4 percent and
not more than 0.8 percent of dietary cal-
cium, then representations may be made
in its labeling to the effect that the re-
duced amount of calcium aids in increas-
ing the concentrations of the antibiotic
in the blood of treated birds; the labeling
of such medicated feed shall include that
required by § 121.208 of this chapter. If
it is intended for use solely as a treat-
ment for bacterial swine enteritis, it may
contain, per ton of feed, not less than 90
grams nor more than 270 grams of peni-
cillin and streptomyecin in a combination
containing 16.7 percent penicillin, pro-
vided that its labeling bears a warning
that the feed is not be be used for more
than 14 days.

(ii) It is also intended for use in the
prevention and control of coccidiosis in
chickens caused by E. tenelle and E.
necatriz; its labeling bears adequate di-
rections and warnings for such use (in-
cluding the directions and warnings
required by subdivision (i) of this sub-
paragraph), and it contains, per ton
of feed, 200 grams of chlortetracycline
and 0.8 percent of dietary calcium.

(ii) It is also intended for use in the
treatment of coccidiosis in chickens
caused by E. tenella and E, necatrix; its
labeling bears adequate directions and
warnings for such use (including the
directions and warnings required by sub-
division (i) of this subparagraph); and
it contains, per ton of feed, 200 grams of
chlortetracycline and 0.4 percent to 0.55
percent of dietary calcium.

(8) It is intended for use solely in the
prevention of coccidiosis and hexa-
mitiasis outbreaks in turkey flocks, its
labeling bears adequate directions and
warnings for such use, and it contains
di-N-butyl tin dilaurate in a quantity, by
weight of feed, of 0.0375 percent.

(9) It is intended for use solely in the
prevention of chronic respiratory dis-
ease (air-sac infection), infectious
sinusitis, and blue comb (nonspecific in-
fectious enteritis) in poultry and/or bac-
terial swine enteritis; its labeling bears
adequate directions and warnings for
such use, and it contains, per ton of
feed, the equivalent of not less than
50 grams and not more than 100 grams
of bacitracin, or not less than 50 grams
and not more than 100 grams of peni-
cillin, or not less than 50 grams and not
more than 100 grams of penicillin and
bacitracin in a combination containing
not less than 50 percent nor more than

15677

75 percent of bacitracin. When intend-
ed for the uses specified in this subpara-
graph, it may also contain, in the amount
specified, one, but only one, of the in-
gredients prescribed by paragraph (a)
of this section.

(10) It is intended for use solely in
the treatment of chronic respiratory dis-
ease (air-sac infection), infections si-
nusitis, and blue comb (nonspecific in-
fectious enteritis) in poultry and/or
bacterial swine enteritis; its labeling
bears adequate directions and warnings
for such use; and it contains, per ton
of feed, the equivalent of either 100
grams of penicillin, or not less than 100
grams and not more than 500 grams of
bacitracin (as bacitracin or zinc baci-
tracin), or not less than 100 grams and
not more than 200 grams of bacitracin
(as bacitracin methylene disalicylate),
or not less than 100 grams and not more
than 500 grams of penicillin and baci-
tracin (as bacitracin or zinc bacitracin)
in a combination containing not less than
50 percent nor more than 75 percent of
bacitracin but in no case containing
more than 125 grams of penicillin, or
not less than 100 grams and not more
than 200 grams of penicillin and baci-
tracin (as bacitracin methylene di-
salicylate) in a combination containing
not less than 25 percent of penicillin
nor less than 50 percent of bacitracin;
except that, if it is intended for the
treatment of bacterial swine enteritis,
it contains, per ton of feed, either 100
grams of bacitracin (as bacitracin, zine
bacitracin, or bacitracin methylene di-
salicylate), or 100 grams of a combina-
tion of penicillin and bacitracin (as
bacitracin, zinc bacitracin, or bacitracin
methylene disalicylate), containing not
less than 50 percent nor more than 75
percent of bacitracin. When intended
for the uses specified in this subpara-
graph, it may also contain, in the amount
specified, one, but only one, of the in-
gredients prescribed by paragraph (a)
of this section; Provided, however, That
the level of antibiotic or antibiotic com-
bination present is not greater than the
minimum amount specified therefor in
this subparagraph.

(11) It is intended for use solely as a
treatment for bacterial swine enteritis
caused by Salmonella choleraesuis, its
labeling bears adequate directions and
warnings for such use, and it contains
nitrofurazone in a quantity, by weight
of feed, of 0.056 percent.

(12) It is intended for use solely in the
prevention of coccidiosis, chronic res-
piratory disease (air-sac infection) and
hexamitiasis in poultry; its labeling
bears adequate directions and warnings
for such use; and it contains, in the
amount specified, one of the ingredients
preseribed by subparagraph (1) of this
paragraph and not less than 50 grams of
chlortetracycline per ton of feed. When
intended for such uses it may also con-
tain oxytetracycline in a quantity not
less than 50 grams per ton of feed.

(13) It is intended for use solely in
the prevention or treatment of chronic
respiratory disease (air-sac infection)
and infectious sinusitis in poultry; its
labeling bears adequate directions and
warnings for such use; and it contains
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not less than 0.1 percent para-amino-
benzoic acid or the sodium or potassium
salt of para-aminobenzoic acid.

(14) It is intended solely as an aid
in the prevention and control of losses
due to low-grade bacterial enteritis in
mink; its labeling bears adequate direc-
tions and warnings for such use; and it
contains not less than 5.7 grams of
chlortetracycline, 1.0 gram of bacitracin,
and 0.75 gram of penicillin (with or
without oxytetracycline) per ton of
feed.

(15) It is intended for use solely as
an aid in the prevention or treatment
or to lessen the morbidity in poultry in
outbreaks of fowl typhoid, pullorum, the
paratyphoids, infectious arthritis due to
a filterable agent, histomoniasis (black-
head) , hexamitiasis, quail disease (ulcer-
ated enteritis), paracolon infection,
avian infectious hepatitis, and coccidi-
osis, its labeling bears adequate direc-
tions and warnings for such use; and it
contains the following quantities of fura-
zolidone, by weight of feed, for the con-
ditions indicated:

(i) For the prevention of fowl typhoid,
pullorum, and the paratyphoids in birds
older than 2 weeks: 0.0055 percent.

(il) For the prevention of the diseases
listed in subdivision (i) of this sub-
paragraph in birds younger than 2 weeks,
and for the treatment of these same con-
ditions in birds regardless of age: 0.011
percent.

(iii) For the prevention of histomoni-
asis (blackhead), paracolon infection,
and infectious arthritis due to a filterable
agent, and for the prevention and treat-
ment of hexamitiasis and quail disease
(ulcerative enteritis) : 0.011 percent.

(iv) For the treatment of histomoni-
asis (blackhead), paracolon infection,
and avian infectious hepatitis of chick-
ens, and to lessen the morbidity in out-
breaks of infectious arthritis due to a
filterable agent: 0.022 percent.

(v) For the prevention of coccidiosis
in chickens: 0.0055 percent.

(vi) For the control of coceidiosis in
chickens: 0.011 percent.

(16) (i) It is intended for use solely
in the prevention of chronic respiratory
disease (air-sac infection); its labeling
bears adequate directions and warnings
for such use; and it contains not less
than 50 grams of chlortetracycline or
oxytetracycline or a combination of these
two drugs per ton of feed. When in-
tended for such use, it may also contain
the equivalent of not less than 50 grams
of bacitracin per ton of feed.

(ii) It is also intended for the preven-
tion or treatment of the diseases of
poultry specified in subparagraph (15)
of this paragraph; it contains one of the
ingredients in the amount and under the
conditions set forth in subdivision (i) of
this subparagraph; and it contains fura-
zolidone in the amount specified in sub-
paragraph (15) of this paragraph.

(17) (1) It is intended for use solely
as an aid in the treatment of chronic
respiratory disease (air-sac infection),
infectious sinusitis, blue comb (nonspe-
cific infectious enteritis, mud fever) in
poultry; its labeling bears adequate di-
rections and warnings for such use; and
it contains not less than 100 grams of
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chlortetracycline or oxytetracycline or a
combination of these two drugs per ton
of feed. When intended for such use,
it may also contain the equivalent of not
less than 100 grams of bacitracin per ton
of feed.

(ii) It is also intended for the pre-
vention or treatment of the diseases of
poultry specified in subparagraph (15)
of this paragraph; it contains one of the
ingredients in the amount and under the
conditions set forth in subdivision (i)
of this subparagraph; and it contains
furazolidone in the amount specified in
subparagraph (15) of this paragraph.

(18) (i) It is intended for use solely in
the prevention of outbreaks of coccid-
iosis in poultry flocks, and it contains
nicarbazin (4,4’-dinitrocarbanilide com-
plex with 2-hydroxy-4-6-dimethylpyrim-
idine) in a quantity, by weight of feed,
of not less than 0.01 percent and not
more than 0.02 percent, or arsenoso-
benzene in a quantity, by weight of
feed, of 0.002 percent, or 24-diamino-5-
(p-chlorophenyl) -6-ethylpyrimidine in a
quantity, by weight of feed, of 0.00075
percent and sulfaguinoxaline in a quan-
tity. by weight of feed, of 0.0075 percent,
or 2,2’-dihydroxy-3,3’,5.5’-tetrachlorodi-
phenyl sulfide (bithionol) 0.05 percent
and 4,6-diamino-1-(4-methylmercapto-
phenyl) -1,2-dihydro-2,2-dimethyl-1,3,5-
triazine hydrochloride (methiotriaza-
mine) 0.01 percent; and there has been
submitted to the Commissioner, in trip-
licate, adequate information of the kind
deseribed in § 146.10 of this chapter to
establish the safety and efficacy of the
article and to guarantee its identity,
strength, quality, and purity. The ex-
emption shall expire at the beginning of
any act changing the composition or la-
beling of such drug or the methods used
in its manufacturing, processing, or pack-
aging or the facilities and controls used
for such manufacturing, processing, or
packaging, unless the person who ob-
tained the exemption has submitted to
the Commissioner, in triplicate, amended
information deseribing such proposed
changes, and such amendment has been
accepted by the Commissioner.

(ii) It is also intended for the preven-
tion or treatment of the diseases of
poultry specified in subparagraphs (6)
and (7) and/or (9) and (10) or (16) and
(17) of this paragraph, it contains one of
the ingredients in the amount and under
the conditions set forth in subdivision (i)
of this subparagraph, and it contains the
ingredients in the amounts specified in
subparagraphs (6) and (7) and/or (9)
and (10) or (16) and (17) of this para-
graph, except that the coccidiostat shall
be only one of those specified in subdivi-
sion (i) of this subparagraph.

(iii) It is intended for use in the dis-
eases specified in subdivisions 1), (i)
and (iv) of this subparagraph, it con-
tains ingredients in the amounts and
under the conditions specified in those
subdivisions, and it contains one, but
only one, of the ingredients prescribed by
paragraph (a) of this section and in the
amounts specified in that paragraph.

(iv) It is also intended for use as an
adjunct in reducing the tapeworm and
large roundworm burden of chickens so
treated, it contains 2,2'-dihydroxy-

3,3',56,5’-tetrachlorodiphenyl sulfide (bi-
thionol), and 4,6-diamino-1-(4-methyl-
mercaptophenyl) - 1,2 - dihydro - 2,2 - di-
methyl-1,3,5-triazine hydrochloride
(methiotriazamine), in the amounts and
under the conditions set forth in sub-
division (i) of this subparagraph,

(19) (i) It is intended for use solely in
the prevention or control of outbreaks of
histomoniasis (blackhead) in turkey
flocks, and it contains 2-acetylamino-5-
nitrothiazole in a quantity, by weight of
feed, of 0.015 percent if intended for the
prevention of the disease, or 0,05 percent
if intended for the control of the disease
and there has been submitted to the
Commissioner, in triplicate, adequate in-
formation of the kind deseribed in § 146 .-
10 of this chapter to establish the safety
and efficacy of the article and to guaran-
tee its identity, strength, quality, and
purity. The exemption shall expire at
the beginning of any act changing the
composition of such drug, or the methods
used in, and the facilities and controls
used for its manufacturing, processing,
and packaging, or in its labeling, unless
the person who obtained the exemption
has submitted to the Commissioner, in
triplicate, amended information that de-
seribes such proposed changes, and such
amendment has been accepted by the
Commissioner.

(ii) It is intended for use in the dis-
ease specified in subdivision (i) of this
subparagraph; it eontains the ingredient
in the amount and under the conditions
specified in that subdivision; and it con-
tains one, but only one, of the ingredients
prescribed by paragraph (a) of this sec-
tion and in the amounts specified in that
paragraph.

(20) It is intended as an aid in stimu-
lating growth, the prevention of coccid-
iosis, large roundworms and tapeworms
in chickens and turkeys and the preven-
tion of hexamitiasis in turkeys, and it
contains in a quantity, by weight of feed,
acetyl (p-nitrophenyl) sulfanilamide
0.03 percent, dibutyl tin dilaurate 0.02
percent, dinitrodiphenylsulfonylethyl-
enediamine 0.02 percent, and 3-nitro-4-
hyd{oxyphenylarsonm acid 0.0075 per-
cent.

(21) (i) It is intended for promoting
distribution of fat in chickens and tur-
keys; its labeling bears adequate direc-
tions and warnings for such use, inch}d-
ing a warning against its use in laying
hens and a warning that its use must be
discontinued 24 hours before the trmf.;:q
chickens or turkeys are slaughtered o
human consumption; and it contains
dienestrol diacetate in a quantity. b
weight of feed, of not less than 0 002
percent and not more than 0.007 per
cent: and there has been submitted ©©
the Commissioner, in triplicate, adequat®
information of the kind described !
§ 146.10 of this chapter to establish L0
safety and efficacy of the article and o
guarantee its identity, strength, quahg_.
and purity. The exemption shall'ex.“”_“l
at the beginning of any act changing (h¢
composition or labeling of such drug o
the methods used in and the faciliti®
and controls used for its manufactpr:q:—.\-
processing, and packaging, or D l-{%
labeling, unless the person who obl‘an,l]ﬂp
the exemption has submitted t0 ! 1-
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commissioner, in triplicate, amended
information describing such proposed
changes, and such amendment has been
accepted by the Commissioner.

(ii) It is also intended for the preven-
tion or treatment of the diseases of
poultry specified in subparagraphs (6)
and (7) of this paragraph, it contains
dienestrol diacetate in the amounts and
under the conditions set forth in sub-
division (i) of this subparagraph, and
it contains the antibiotics in the amounts
specified in subparagraphs (6) and (7)
of this paragraph,

(iii) It is also intended for continua-
tion of coccidiosis prevention in poultry,
it contains dienestrol diacetate in the
amounts and under the conditions set
forth in subdivision (i) of this subpara-
graph, and it contains one, but only one,
of the ingredients presecribed by sub-
paragraph (1) of this paragraph and in
the amounts specified in that subpara-
graph, or it contains one, but only one,
of the coccidiostats prescribed by sub-
paragraph (18) of this paragraph, and
in the amounts specified in that sub-
paragraph,

(iv) It is also intended for use in the
prevention of outbreaks of histomon-
iasis (blackhead) in turkey flocks, it
contains dienestrol diacetate in the
amounts and under the conditions set
forth in subdivision (1) of this para-
graph, and it contains one, but only one,
of the ingredients prescribed by sub-
paragraph (3) of this paragraph and in
the z};mounts specified in that subpara-
grapn,

(v) It is also intended for the preven-
tion or treatment of the diseases of poul-
try specified in subparagraph (15) of
this paragraph, it contains dienestrol
diacetate in the amounts and under the
conditions set forth in subdivision (i) of
this subparagraph, and it contains fura-
zolidone in the amounts specified in sub-
baragraph (15) of this paragraph,

(Vi) It is intended for use in the dis-
tases specified in subdivisions (i), (i),
Ui, (iv) and (v), of this subparagraph,
1L contains ingredients in the amounts
and under the conditions specified in
those subdivisions, and it contains one,
but only one, of the ingredients pre-
Scribed by paragraph (a) of this section,
and in the amounts specified in that
baragraph, If it contains one of the
8rsenic compounds preseribed in para-
graph (a) of this section, its labeling
must bear a warning that it must be dis-
tontinued 5 days (instead of 24 hours
¢ required in this subparagraph) before
o ireated chickens or turkeys are
si2uzhtered for human consumption.
22 () 1t is intended for use solely
2! the control of outbreaks of coccidio-
°5 in poultry flocks and it contains in a
glantity, by weight of feed, not less than
p-U‘lf bercent and not more than 0.006
mf_.-‘ tent of 24-diamino-5-(p-chloro-
m‘;“”"‘?'ethylpyrimidine and not less
Yo 0.01 percent and not more than
there Cereent of sulfaquinoxaline, and
mie D2 been submitted to the Com-
rero.ORer, in triplicate, the information
welp o4 t0 in § 146.10 of this chapter, as
A 3 any additional information nec-
ot ‘tl"Y to establish the safety and efficacy
fiy C 8rticle and to guarantee its iden-

¥ strength, quality, and purity. The
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exemption shall éxpire at the beginning
of any act changing the composition or
labeling of such drug or the methods
used in its manufacturing, processing,
or repackaging, or the facilities and con~
trols used for such manufacturing,
processing, or repackaging, unless the
person who obtains the exemption has
submitted to the Commissioner, in trip-
licate, amended information describing
such proposed changes and such amend-
ment has been accepted by the Commis-
sioner.

(ii) It is intended for use in the disease
specified in subdivision (i) of this
subparagraph, it contains the ingredi-
ents in the amounts and under the con-
ditions specified in that subdivision, and
it contains one, but only one, of the in-
gredients prescribed by paragraph (a)
of this section and in the amounts speci-
fled in that paragraph.

(23) It is intended for use solely as an
aid in the reduction of losses due to
enterotoxemia in sheep; its labeling
bears adequate directions and warnings
for sueh use; and it contains not less
than 20 grams of chlortetracycline per
ton of feed.

(24) It is intended for use in the main-
tenance of weight gains of swine in the
presence of atrophic rhinitis or as an aid

in reducing the incidence of cervical.

abscesses in swine; its labeling bears ade-
quate directions and warnings for such
use; and it confains not less than 50
grams of chlortetracycline per ton of
feed.

(25) It is'a medicated cattle feed con-
taining chlortetracycline in the amounts
and for the purposes indicated in §121.-
208 of this chapter, and its labeling bears
adequate directions and warnings for
such use,

(26) (i) It is intended for use solely
for accelerating weight gains in’ beef
cattle, and it contains a quantity of di-
ethylstilbestrol adequate to provide not
more  than 10 milligrams per head per
day when fed in accordance with the
directions for use that accompany the
feed, and there has been submitted to the
Commissioner, in triplicate, adequate in-
formation of the kind described in
§146.10 of this chapter to establish the
safety and efficacy of the article and to
guarantee its identity, strength, quality,
and purity. The exemption shall expire
at the beginning of any act changing the
composition or labeling of such drug or
the methods used in its manufacturing,
processing, packaging, or in its labeling,
unless the person who obtained the ex-
emption has submitted to the Commis-
sioner, in triplicate, amended informa-
tion describing such proposed changes,
and such amendment has been accepted
by the Commissioner.

(i) It is also intended for the preven-
tion or treatment of the diseases specified
in subparagraph (25) of this paragraph,
it contains diethylstilbestrol in the
amount and under the conditions set
forth in subdivision (i) of this subpara-
graph, and it contains the antibiotic in
the amount specified in subparagraph
(25) of this paragraph.

(27) It is intended for use as an aid
in maintaining or increasing egg produc-
tion, hatchability of eggs, prevention of
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early mortality of chicks when due to
organisms that are sensitive to chlortet-
racycline, and for improving feed effi-
ciency as related to egg production; its
labeling bears adequate directions and
warnings for such use; and it contains
not less than 50 grams of chlortetra-
cycline per ton of feed, except that if it
is intended for use in the presence of
disease outbreaks it shall contain not less
than 100 grams of chlortetracycline per
ton of feed.

(28) It is intended for use solely as
an aid in the prevention or control of
outbreaks of histomoniasis (blackhead)
in poultry flocks, and it contains carba-
sone in a quantity, by weight of feed,
of not less than 0.05 percent and not
more than 0.1 percent (except that if
it is intended for prevention of histo-
moniasis in turkey flocks it contains
not less than 0.0375 percent) and there
has been submitted to the Commissioner,
in triplicate, adequate information of
the kind described in § 146.10 of this
chapter to establish the safety and effi-
cacy of the article and to guarantee its
identity, strength, quality, and purity.
The exemption shall expire at the begin-
ning of any act changing the composition
of such drug, or the methods used in and
the facilities and controls used for its
manufacturing, processing, and packag-
ing, or in its labeling, unless the person
who obtained the exemption has sub-
mitted to the Commissioner, in triplicate,
amended information that describes
such proposed changes, and such amend-
ment has been accepted by the Commis-
sioner.

(29) It is intended for use solely as an
an aid in reducing the incidence of bac-
terial diarrhea in laboratory mice; its
labeling bears adequate directions and
warnings for such use; and it contains
not less than 100 grams of chlortetra-
cycline per ton of feed.

(30) It is intended for use as an aid
in maintaining or increasing egg pro-
duction of chickens, hatchability of eggs,
prevention of early mortality of chicks
when due to organisms that are sensi-
tive to streptomycin and penicillin, and
for improving feed efficiency of chickens
or turkeys; its labeling bears adequate
directions and warnings for such use;
and it contains, per ton of feed, not less
than 22.5 grams and not more than 50
grams of penicillin and streptomycin in a
combination eontaining 16.7 percent pen-
icillin, except that if it is intended for
use in the presence of disease as an aid
in maintaining or increasing hatchability
of eggs or for the prevention of early
mortality of chicks, it contains 90 grams
per ton of fed of penicillin and strepto-
mycin in a combination containing 16.7
percent penieillin.

(31) It is intended for use in nursing
sows to stimulate milk flow; it contains
100 milligrams of iodinated casein per
pound; and its labeling bears informa-
tion that it 1s to be administered as the
complete ration for 3 days before farrow-
ing and until pigs are weaned. It may
also be intended for use in the prevention
or treatment of bacterial swine enteritis
if it contains the antibiotics in the
amounts prescribed by this section for
that disease.
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(82) () It is intended for use as an
aid in the control of infestation of large
youndworms (Ascaris suis), mnodular
worm (Oesophagostemum dentatum),
and whipworm (Trichuris suis) in swine;
its labeling bears adequate directions

and warnings for such use, including

a warning that its use must be dis-
continued 48 hours before the treated
swine are slaughtered for human con-
sumption. If it is a complete feed it con-
tains 6,000 units (6 milligrams) of hygro-
myecin B (produced by the growth of
Streptomyces hygroscopicus) per pound,
or if it is a hygromyecin B feed supplement
or premix it contains not more than
8,000,000 units (8 grams) of hygromyein
B per pound. It contains less than 50
grams of antibiotics per ton of finished
feed. If it is a hygromycin B feed
supplement or premix and it ‘contains
more than 8,000,000 units of hygromy-
cin B per pound, it shall be exempt
from certification only if there has been
submitted to the Commissioner, in trip-
licate, adequate information of the kind
described in § 146.10 of this chapter to
establish the safety and efficacy of the
article and to guarantee its identity,
strength, quality, and purity. Such ex-
emption shall expire at the beginning of
any act changing the composition or
labeling of such drug or the methods used
in its manufacturing, processing, or
packaging, or the facilities and controls
used for such manufacturing, processing,
or packaging unless the person who ob-
tained the exemption has submitted to
the Commissioner (In triplicate)
amended information describing such
proposed changes, and such amendment
has been accepted by the Commissioner.
When intended for the uses specified in
this subparagraph, it may also contain,
in the amount specified, one, but only
one, of the ingredients prescribed by
paragraph (a) of this section. If it con-
tains one of the arsenic compounds pre-
seribed in such paragraph, its labeling
must bear a warning that it must be dis-
continued 5 days (in lieu of 48 hours as
required in this subparagraph) before
the treated swine are slaughtered for
human consumption.

(ii) It is also intended for the preven-
tion or treatment of bacterial swine en-
teritis as specified in subparagraphs (9)
and (10) of this paragraph; it contains
hygromyein B in the amounts and under
the conditions set forth in subdivision
(i) of this subparagraph; and it contains
the drugs in the amount specified in sub-
paragraphs (9) and (10) of this para-
graph. If it contains one of the arsenic
compounds prescribed in paragraph (a)
of this section, its labeling must bear the
warning specified in subdivision (i) of
this subparagraph.

(iii) It is also intended for the preven-
tion and treatment of bacterial swine
enteritis, it contains hygromycin B in the
amounts and under the conditions set
forth in subdivision (i) of this subpara-
graph, and it contains penicillin and
streptomyein in the amounts specified in
subparagraphs (6) and (7) of this para-
graph. If it contains one of the arsenic
compounds prescribed in paragraph (a)
of this section, its labeling must bear the
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warning specified in subdivision (i) of
this subparagraph.

(iv) It is also intended for the pre-
vention and treatment of bacterial
swine enteritis, for the maintenance of
weight gains of swine in the presence
of atrophic rhinitis and for reducing
the incidence of cervical abscesses in
swine, it contains hygromycin B in the
amounts and under the conditions set
forth in subdivision (i) of this subpara-
graph, and it contains, per pound of
feed, 0.025 gram (50 grams per ton),
of the chlortetracycline; except that if
it is intended for use in the treatment of
bacterial swine enteritis it shall contain,
per pound of feed, 0.05 gram (100 grams
per ton) of chlortetracycline.

(33) It is intended for use as an aid
in reducing the incidence and severity
of bloat in cattle on legume pastures; it
contains a quantity of procaine penicil-
lin that, when used as directed in the
labeling, is sufficient to furnish each
treated bovine animal not less than 75,-
000 units as a single daily dose; and, if
the drug supplement used to prepare the
medicated feed contains more than 2
percent moisture, its manufacturer has
submitted to the Commissioner informa-
tion adequate to prove its stability for
6 months under customary conditions of
purchase and use.

(34) It is intended for use as an aid
in the reduction of bacterial diarrhea in
dairy cattle or as an aid in reduction of
losses due to respiratory infection (in-
fectious rhinotracheitis—shipping fever
complex) or as an aid in the prevention
of foot rot in cattle; its labeling bears
adequate directions and warnings for
such uses; and it contains the following
quantities of chlortetracycline, by weight
of feed, for the conditions indicated:

(i) For the prevention of foot rot and
as an aid in the reduction of bacterial
diarrhea in dairy cattle: 0.1 milligram
per pound of body weight per day.

(ii) As an aid in reduction of losses
due to respiratory infection (infectious
rhinotracheitis—shipping fever com-
plex) in dairy cattle: 0.1 milligram per
pound of body weight per day, except
that if it is intended for use for more
than 30 days it may contain chlortetra-
eycline, in a quantity by weight of feed
to provide 70 milligrams per head per
day.

(35) It is intended for use solely as an
aid in the prevention of coccidiosis and
as an aid in stimulating growth in
chicken flocks; its labeling bears ade-
quate directions and warnings for such
use, including a warning against its use
in laying hens and a warning that its
use must be discontinued 5 days before
the treated chickens are slaughtered for
humsan consumption; and it contains in
a quantity, by weight of feed, 0.03 per-
cent acetyl (paranitrophenyl) sulfanila-
mide, 0.025 percent 3,5-dinitrobenza~
mide, and 0.005 percent 3-nitro-4-hy-
droxyphenylarsonic acid; it contains less
than 50 grams of antibiotics per ton of
feed; and there has been submitted to
the Commissioner, in triplicate, adequate
information of the kind described in
§ 146.10 of this chapter to establish the
safety and efficacy of the article and to
guarantee its identity, strength, quality,

and purity. The exemption shall expire
at the beginning of any act changing
the composition of such drug, or the
methods used in, and the facilities and
controls used for its manufacturing,
processing, and packaging, or in its
Jabeling, unless the person who obtained
the exemption has submitted to the Com-
missioner, in triplicate, amended infor-
mation that describes such proposed
changes, and such amendment has been
accepted by the Commissioner.

(36) It is intended for use solely as an
aid in stimulating growth in chickens
and turkeys and as an aid in the pre-
vention of outhreaks of histomoniasis
(blackhead) in chickens and turkeys and
hexamitiasis in turkeys; its labeling
bears adequate directions and warnings
for such use, including a warning against
its use in laying hens and a warning
that its use must be ‘discontinued 24
hours before the treated chickens or
turkeys are slaughtered for human con-
sumption; and it contains nithiazide
(1-ethyl-3- (5-nitro-2-thiazolyl) urea) in
a quantity, by weight of feed, of not less
than 0.0125 percent and not more than
0.04 percent; it contains less than 50
grams of antibiotics per ton of feed; and
there has been submitted to the Com-
missioner, in triplicate, adequate infor-
mation of the kind described in § 146.10
of this chapter to establish the safety
and efficacy of the article and to guar-
antee its identity, strength, quality, and
purity. The exemption shall expire al
the beginning of any act changing the
composition or labeling of such drug or
the methods used in and the facilities
and controls used for its manufacturing,
processing, and packaging, or in it
labeling, unless the person who obtained
the exemption has submitted to the
Commissioner, in triplicate, amended
information deseribing such proposed
changes, and such amendment has been
accepted by the Commissioner. When
intended for the uses specified in this
subparagraph, it may also contain, i
the amount specified, one, but only one,
of the ingredients prescribed by para-
graph (a) of this section. If it contaln
one of the arsenic compounds prescribed
in paragraph (a) of this section, 1
labeling must bear a warning that !
must be discontinued 5 days (instead of
24 hours as required in this subparé-
graph) before the treated chickens OI
turkeys are slaughtered for human
consumption.

(37) It is intended for use solely !N
the prevention of outbreaks of coccidlo”
sis and as an aid in stimulating growt?
in chicken flocks; its labeling bears acc
quate directions and warnings for suc?
use, including a warning against its Us®
in laying hens and a warning that its ._..1
must be discontinued 4 days before t ?.;_
treated chickens are slaughtered g2
human consumption; and it contall
glycarbylamide (4,5-1m1dazole-dicax'b9§j
amide) in a quantity, by weight of fecc.
of not less than 0.002 percent and )Wfl
more than 0.006 percent; it contains les>
than 50 grams of antibiotics per tox‘l ol
feed: and there has been submitted '
the Commissioner, in triplicate, adequa®
information of the kind described U
§ 146.10 of this chapter to establish %
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safety and efficacy of the article and to
guarantee its identity, strength, quality,
and purity. The exemption shall expire
at the beginning of any act changing the
composition of such drug, or the methods
used in, and the facilities and controls
used for its manufacturing, processing,
and packaging, or in its labeling, unless
the person who obtained the exemption
has submitted to the Commissioner, in
triplicate, amended information that de-
scribes such proposed changes, and such
amendment has been accepted by the
Commissioner. When intended for the
uses specified in this subparagraph, it
may also contain, in the amount speci-
fied, one, but only one, of the ingredients
prescribed by paragraph (a) of this sec-
tlon. If it contains one of the arsenic
compounds preseribed in such para-
graph, its labeling shall bear a warning
that it must be discontinued 5 days (in
lieu of 4 days as required in this subpara-
graph) before the treated chickens are
slaughtered for human consumption.
(38) It is intended for use solely for
accelerating weight gains in sheep; its
labeling bears adequate directions and
warnings for such use, including a warn-
ing that its use must be discontinued 48
hours before the treated animals are
slaughtered for human consumption; it
contains a quantity of diethylstilbestrol
adequate to provide not more than 2
milligrams per head per day when fed
in accordance with the directions for use
that accompany the feed; it contains less
than 50 grams of antibiotics per ton of
feed; and there has been submitted to
the Commissioner, in triplicate, ade-
quate information of the kind described
in § 146.10 of this chapter to establish the
safety and efficacy of the article and to
guarantee its identity, strength, quality,
and purity. The exemption shall expire
at the beginning of any act changing the
Composition or labeling of such drug, or
the methods used in its manufacturing,
Processing, and packaging, or in its label-
Ing, unless the person who obtained the
txemption has submitted to the Commis-
sloner, in triplicate, amended informa-
tion deseribing such proposed changes,
and such amendment has been accepted
by the Commissioner.
(39) Tt is intended for use solely as
a;l 2id in the prevention or treatment
? fowl typhoid, paratyphoid, and pul-
pym disease and as an aid in stimu-
ping growth in poultry flocks; its la-
“}{Uf_! bears adequate directions and
; 23,1 nings for such use, including a warn-
'8 against its use in laying hens and
?1“31“”‘-‘5 that its use must be discon-
mml{fd 48 hours before the treated ani-
s 87¢ slaughtered for human con-
-egl’xzuo.n: and it contains 3,5-dinitro-
feod hde In a quantity, by weight of
i of not less than 0.075 percent and
o ﬂ‘-O}'e than 0.15 percent; it contains
on han 50 grams of antibiotics per
mitt:dL feed; and there has been sub-
ate to the Commissioner, in tripli-
desc'-?dquat’e information of the kind
estapio) o2 § 146,10 of this chapter to
am;} ish the safety and efficacy of the
strenay 4 0 guarantee its identity,
empt 1 Quality, and purity. The ex-
s ‘1 o1 shall expire at the beginning of

v act changing the composition or
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labeling of such drug, or the methods
used in and the facilities and controls
used for its manufacturing, processing,
and packaging, or in its labeling, unless
the person who obtained the exemption
has submitted to the Commissioner, in
triplicate, amended information that de-
scribes such proposed changes, and such
amendment has been accepted by the
Commissioner. When intended for the
uses specified in this subparagraph, it
may also contain, in the amount speci-
fied, one, but only one, of the ingredients
prescribed by paragraph (a) of this sec-
tion. If it contains one of the arsenic
compounds prescribed in paragraph (a)
of this section, its labeling must bear a
warning that it must be discontinued 5
days (in lieu of 48 hours as required in
this subparagraph) before the treated
chickens or turkeys are slaughtered for
human consumption.

(40) It is intended as an aid in main-
taining or increasing egg production,
hatchability of eggs, reduction of the
effects of stress, prevention of early mor-
tality of chicks, and reduction of the ef-
fects of diseases when due to organisms
that are sensitive to bacitracin or to a
mixture of bacitracin and penieillin, for
maintaining appetite and for improving
feed efficiency as related to egg produc-
tion; its labeling bears adequate direc-
tions and warnings for such use; and it
contains, per ton of feed, the equivalent
of 50 grams of bacitracin or a mixture
of 375 grams of bacitracin and 125
grams of penicillin when fed during the
first 4 to 6 weeks of egg production, and
not less than the equivalent of 10 grams
of bacitracin or & mixture of 7.5 grams
of bacitracin and 2.5 grams of penicillin
when fed during the remainder of the
laying period; except that if it is in-
tended for use to increase egg hatcha-
bility or prevention of early mortality
of chicks or for use in the presence of
disease outbreaks or during periods of
stress, it shall contain, per ton of feed,
the equivalent of 100 grams of bacitracin
or a mixture of 75 grams of bacitracin
and 25 grams of penicillin, and except
that if it is a starter ration for chicks for
the purpose of preventing early mortality
of chicks due to susceptible organisms,
it may contain, per ton of feed, 100 grams
to 500 grams of a combination of peni-
cillin and bacitracin (as bacitracin or
zine bacitracin) containing not less than
50 percent and not more than 75 percent
of bacitracin, but in no case more than
125 grams of penicillin.

(41) (1) It is intended for use as an
aid in reducing the spread of leptospirosis
in swine; it contains 200 grams of chlor-
tetracycline per ton of feed; and its la-
beling bears information that it is to be
administered continuously.

(ii) It is intended for use solely as an
aid in reducing the shedding of lepto-
spirae in swine and as an aid in reducing
abortion rate and mortality of newborn
pigs in the presence of leptospirosis; it
contains 400 grams of chlortetracycline
per ton of feed; and its labeling bears
information that it is to be administered
to the animals for 14 days.

(42) It is a medicated chicken, turkey,
and swine feed containing certifiable
antibiotics and nystatin in the amounts
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and for the purposes indicated in § 121.-
220 of this chapter; its labeling bears
adequate directions and warnings for
such use; and there has been submitted
to the Commissioner, in triplicate, ade-
quate information of the kind described
in § 146.10 of this chapter to establish
the safety and efficacy of the article and
to guarantee its identity, strength, qual-
ity, and purity. The exemption shall ex-
pire at the beginning of any act chang-
ing the composition of such drug, or the
methods used in, and the facilities and
controls used for its manufacturing,
processing, and packaging, or in its la-
beling, unless the person who obtained
the exemption has submitted to the
Commissioner, in triplicate, amended in-
formation that describes such proposed
changes, and such amendment has been
accepted by the Commissioner.

(43) It is intended for use solely as an
aid in reducing the incidence of vibrionie
abortion in breeding sheep; its labeling
bears adequate directions and warnings
for such use, including information that
it is to be administered continuously
during pregnancy; and it contains
chlortetracycline in & quantity that,
when administered as directed in its
labeling, will provide a total daily dose
of 80 milligrams Ler animal.

(44) It is a medicated chicken or
turkey feed containing antibiotics and
amprolium, with or without arsanilic
acid, in the amounts and for the pur-
poses indicated in § 121,210 of this chap-
ter, and its labeling bears adequate di-
rections and warnings for such use; Pro-
vided, however, That such medicated
complete feed has been prepared from
a concentrated araprolium-antibiotic
medicated feed that contained not more
than 0.05 percent amprolium. If the
complete medicated feed is prepared
from a product of amprolium that con-
tains more than 0.05 percent of the drug,
it is exempt from certification only un-
der the condition that there has been
submitted to the Commissioner, in tripli-
cate, adequate information of the kind
described in § 146.10 of this chapter to
establish the safety and efficacy of the
article and to guarantee its identity,
strength, quality, and purity. The ex-
emption shall expire at the beginning of
any act changing the composition or
labeling of such drug, or the methods
used in and the facilities and controls
used for its manufacturing, processing,
and packaging, or in its labeling, unless
the person who obtains the exemption
has submitted to the Commissioner, in
triplicate, amended information that
describes such proposed changes, and
such amendment has been accepted by
the Commissioner. Both concentrates
and finished poultry feed containing
amprolium must comply with all the
requirements of § 121.210 of this chap-
ter, including labeling.

(45) It is a medicated chicken or
turkey feed containing antibiotics and
zoalene, with or without arsanilic acid,
in the amounts and for the purposes in-
dicated in §121.207 of this chapter;
Provided, however, That such medicated
complete feed has been prepared from a
concentrated =zoalene-antibiotic medi-
cated feed that contained not more than
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0.0375 percent zoalene. If the complete
medicated feed is prepared from a prod-
uct of zoalene that contains more than
0.0375 percent zoalene, it is exempt from
certification only under the condition
that there has been submitted to the
Commissioner, in triplicate, adequate in-
formation of the kind described in § 146.-
10 of this chapter to establish the safety
and efficacy of the article and to guaran-
tee its identity, strength, quality, and
purity. The exemption shall expire at
the beginning of any act changing the
composition or labeling of such drug, or
the methods used in and the facilities
and controls used for its manufacturing,
processing, and packaging, or in its
labeling, unless the person who obtains
the exemption has submitted to the Com-
missioner, in triplicate, amended infor-
mation that deseribes such proposed
changes, and such amendment has been
accepted by the Commissioner. Both
concentrates and complete poultry feed
containing zoalene must comply with all
the requirements of -§ 121.207 of this
chapter, including labeling.

(46) It is a mink feed containing
chlortetracycline, in the amounts and for
the purposes indicated in § 121.225 of this
chapter, and its labeling bears adequate
directions and warnings for such use.

(47) It is a pheasant feed containing
bacitracin, zinc bacitracin, or bacitracin
methylene disalicylate and penicillin, in
the amounts and for the purposes indi-
cated in § 121.225 of this chapter, and
its labeling bears adequate directions and
warnings for such use.

(48) It is a quail feed containing baci-
tracin and penicillin, in the amounts and
for the purposes indicated in § 121.225 of
this chapter, and its labeling bears ade-
quate directions and warnings for such
use.

(49) It is a medicated chicken or tur-
key feed containing antibiotics and re-
serpine in the amounts and for the pur-
poses indicated in §121.205 of this
chapter; its labeling bears adequate di-
rections and warnings for such use; and
there has been submitted to the Com-
missioner, in triplicate, adequate infor-
mation of the kind described in § 146.10
of this chapter to establish the safety
and efficacy of the article and to guaran-
tee its identity, strength, quality, and
purity. The exemption shall expire at
the beginning of any act changing the
composition of such drug, or the methods
used in, and the facilities and controls
used for its manufacturing, processing,
and packaging, or in its labeling, unless
the person who obtained the exemption
has submitted to the Commissioner, in
triplicate, amended information that de-
seribes such proposed changes, and such
amendment has been accepted by the
Commissioner.

(50) It is a medicated chicken feed
containing antibiotics and hygromyein
B in the amounts and for the purposes
indicated in § 121.213 of this chapter,
and its labeling bears adequate directions
and warnings for such use: Provided,
however, That such medicated complete
feed has been prepared from a feed addi-
tive concentrate that contains not more
than 32 grams of hygromycin B per ton.
If the medicated feed is prepared from
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a feed additive concentrate containing
more than 32 grams of hygromycin B per
ton, it is exempt from certification only
under the condition that there has been
submitted to the Commissioner, in tripli-
cate, adequate information of the kind
described in § 146.10 of this chapter to
establish the safety and efficacy of the
article and to guarantee its identity,
strength, quality, and purity. The ex-
emption shall expire at the beginning
of any act changing the composition or
labeling of such drug, or the materials
used in, and the facilities and controls
used for, its manufacturing, processing,
and packaging, or in its labeling, unless
the person who obtained the exemption
has submitted to the Commissioner, in
triplicate, amended information that
describes such proposed changes, and
such amendment has been accepted by
the Commissioner.

(51) It is a medicated chicken or tur-
key feed containing bacitracin, bacitra-
cin methylene disalicylate, or zinc baci-
tracin or a combination of one of these
with penicillin, in the amounts and for
the purposes indicated in §§ 121.232,
121.233, and 121.252 of this chapter, and
its labeling bears adequate directions and
warnings for such use.

(62) It is a cattle feed containing zine
bacitracin, with or without diethylstilbes~
trol, in the amounts and for the purposes
indicated in § 121.225 or § 121.241 of this
chapter, and its labeling bears adequate
directions and warnings for such use;
Provided, however, That if such feed con-
tains diethylstilbestrol it is exempt from
certification only under the condition
that there has been submitted to the
Commissioner, in triplicate, adequate in-
formation of the kind described in
§ 146.10 of this chapter to establish the
safety and efficacy of the article and to
guarantee its identity, strength, quality,
and purity. The exemption shall expire
at the beginning of any act changing
the composition or labeling of such drug
or the methods used in its manufactur-
ing, processing, packaging, or in its label-
ing, unless the person who obtained the
exemption has submitted to the Commis-
sioner, in triplicate, amended informa-
tion that describes such proposed
changes, and such amendment has been
accepted by the Commissioner.

(53) It is a medicated feed for tur-
keys and contains chlortetracycline hy-
drochloride and dietary calcium in the
amounts and for the purposes indicated
in § 121.208(d), Table 1, Item 12, of this
chapter; and its labeling bears adequate
directions and warnings for such use.

(54) It is a medicated feed for grow-
ing broiler and replacement chickens; it
contains amprolium, ethopabate (meth-
yl-4-acetamido-2-ethoxy benzoate), and
antibiotics, with or without arsanilic
acid, in the amounts and for the pur-
poses indicated in § 121.210 of this chap-
ter; and its labeling bears adequate di-
rections and warnings for such use;
Provided, however, That such medicated
complete feed has been prepared from a
concentrated medicated feed that con-
tained not more than 0.05 percent ampro-
lium and not more than 0.0016 percent
ethopabate If the medicated feed is
prepared from a product that contains

more than 0.05 percent amprolium and
more than 0.0016 percent ethopabate, it
is exempt from certification only under
the condition that there has been sub-
mitted to the Commissioner, in fripli-
cate, adequate information of the kind
described in § 146.10 of this chapter to
establish the safety and efficacy of the
article and to guarantee its idenfity
strength, quality, and purity. The ex-
emption shall expire at the beginning of
any act changing the composition or la-
beling of such drug, or the methods used
in and the facilities and controls used for
its manufacturing, processing, and pack-
aging, or in its labeling, unless the person
who obtains the exemption has submitted
to the Commissioner, in {triplicate,
amended information that describes
such proposed changes, and such amend-
ment has been accepted by the Commis-
sioner. Both concentrates and finished
poultry feed containing amprolium and
ethopabate must comply with all the re-
quirements of § 121.210 of this chapter,
including labeling.

(55) It is a medicated swine feed con-
taining a combination of chlortetracy-
cline, sulfamethazine, and penicillin in
the amounts and for the purposes indi-
cated in § 121.208 of this chapter, and
its labeling bears adequate directions and
warnings for such use.

(56) It is a medicated feed for chickens
containing a combination of procaine
penicillin and tylosin phosphate in the
amounts and for the purposes indicated
in § 121.225 of this chapter, and its label-
ing bears adequate directions and warn-
ings for such use; Provided, however,
That such medicated complete feed has
been prepared from =a concentrated
medicated feed that contained not more
than 200 grams of tylosin phosphate per
ton. If the medicated feed is prepared
from a concentrated medicated feed con-
taining more than 200 grams of tylosin
phosphate per ton, it is exempt from
certification only under the condition
that there has been submitted to the
Commissioner, in triplicate, adequate in-
formation of the kind described In
§ 146.10 of this chapter to establish the
safety and efficacy of the article and
to guarantee its identity, strength, qual-
ity, and purity. The exemption shal
expire at the beginning of any act chane-
ing the composition or labeling of such
drug, or the methods used in and the
facilities and controls used for its manu-
facturing, processing, and pa,ckagmg.w
in its labeling, unless the person Who
obtains the exemption has submitted t0
the Commissioner, in triplicate, amend-
ed information that describes such pro-
posed changes, and such amendment &5
been accepted by the Commissioner.

(57) It is a horse feed contalli’e
chlortetracycline in the amounts and 1)
the purposes indicated in §121.220 %
this chapter, and its labeling bears a0t
quate directions and warnings for st
use. i
(58) It is medicated feed for sWi"¢
containing a combination of strepw_”}r
cin and tylosin phosphate in the amoust>
and for the purposes indicated in § 1;‘,’.§
217 of this chapter, and its labeh_ng px AL);
adequate directions and warnings ‘o
such use; Provided, however, That such
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medicated complete feed has been pre-
pared from a feed additive premix or
feed additive concentrate that contains
strepfomycin and not more than 500
grams of tylosin phosphate per ton. If
the medicated feed is prepared from a
feed additive premix or feed additive
concentrate containing streptomycin and
more than 500 grams of tylosin phos-
phate per ton, it is exempt from certifi-
cation only under the condition that
there has been submitted to the Commis-
sioner, in triplicate, adequate informa-
tion of the kind deseribed in § 146.10 of
this chapter to establish the safety and
efficacy of the article and to guaranteé
its identity, strength, quality, and purity.
The exemption shall expire at the begin-
ning of any act changing the composition
or labeling of such drug, or the methods
used in and the facilities and controls
used for its manufacturing, processing,
and packaging, or in its labeling, unless
the person who obtains the exemption
has submitted to the Commissioner, in
triplicate, amended information that
describes such proposed changes, and
such amendment has been accepted by
the Commissioner.

(59) It is a medicated feed for chick-
ens containing penieillin, tylosin phos-
phate, and either amprolium or zoalene,
or hygromycin B and zoalene, in the
amounts and for the purposes indicated
in §121.207, 121.210, or 121.213 of this
chapter, and its labeling bears adequate
directions and warnings for such use;
Provided, however, That such medicated
complete feed has been prepared from a
toncentrated  penieillin-tylosin phos-
bhate-amprolium, or penicillin-tylosin
phosphate-zoalene, or penicillin-tylosin
phosphate-zoalene-hygromyein B medi-
cated feed containing, per ton of feed,
1ot more than 200 grams of tylosin and
élther not more than 0.05 percent am-
brolium or not more than 0.0375 per-
cent zoalene, or not more than 0.0375
bercent zoalene and not more than
2 grams per ton of hygromycin B.
If the medicated feed is prepared from
& Droduct that contains more than
any of the specified quantities, it is
£xempt from certification only under the
condition that there has been submitted
to Lhe‘Commissloner, in triplicate, ade-
Qua:e information of the kind described
”ll 3 146.10 of this chapter to establish
‘e safety and efficacy of the article
ind to guarantee its identity, strength,
2“(“,1‘?-" and purity. The exemption shall
in Pire at the beginning of any act chang-
mi Uthe composition or labeling of such
rann’{tféﬁ the methods used in and the
Wastens and controls used for its man-
B N8, processing, and packaging,
Obta]‘mlts labeling, unless the person who
the Come exemption has submitted to
S nissioner, in triplicate, amended
; fllnlatxon that describes such pro-
bs:ed changes, and such amendment has

"l accepted by the Commissioner.
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PART 145—ANTIBIOTIC DRUGS; DEFI-
NITIONS AND INTERPRETATIVE
REGULATIONS

Subpart A—Definitions

Sec.

145.1 Definitions applicable to all certifiable
antibiotic drugs.

Definitions of antibiotic substances.

Definitions of master and working
standards,

Definltions of the term “unit” and
“microgram” as applied to anti-
biotic substances.

Subpart B—Statements of Policy and
Interpretation
Antibiotic drugs not subject to cer-

tification prior to May 1, 1963;
statement of policy.

AvuTHORITY: The provisions of this Part 145
issued under sec. 507, 59 Stat. 463, as amend-
ed; 21 U.S.C. 357,

Subpart A—Definitions

§ 145.1 Definitions applicable
certifiable antibiotic drugs.

(a) The definitions and interpreta-
tions contained in section 201 of the
Federal Food, Drug, and Cosmetic Act
shall be applicable to such terms when
used in the regulations in this chapter
covering the certification of antibiotic
and antibiotic-containing drugs.

(b) The term “Commissioner” means
the Commissioner of Food and Drugs and
any other officer of the Food and Drug
Administration whom he may designate
to act in his behalf for the purpose of the
regulations for the certification of anti-
biotic and antibiotic-containing drugs.

(¢) The term “act” means the Fed-
eral Food, Drug, and Cosmetic Act and
amendments thereto. (52 Stat. 1040 et
seq.; 21 US.C, 301-392).

(d) The term “U.S.P.” means the offi-
cial Pharmacopeia of the United States,
including supplements thereto. The
term “N.F.”” means the official National
Formulary, including supplements
thereto.

(e) The term “batch” means a specific
homogeneous quantity of a drug.

(f) The term “batch mark” means an
identifying mark or other identifying de-
vice assigned to a batch by the manu-
facturer or packer thereof,

(g) The term “manufacture” does not
include the use of a drug as an ingredi-
ent in compounding any prescription is-
sued by a practitioner licensed by law to
administer such drug.

§ 145.2 Definitions of antibiotic sub-
stances.

(a) The following are definitions of
antibiotic substances:

(1) Penicillin. Each of the several an~
tibiotic substances (e.g., penicillin F,
penicillin G, penicillin X) produced by
the growth of Penicillium notatum or
Penicillium chrysogenum, and each of
the same substances produced by any
other means, is a kind of penicillin,

(2) Streptomycin. Each of the sev-
eral antibiotic substances produced by
the growth of Streptomyces griseus, and
each of the same substances produced by
any other means, is a kind of strepto-
myein.
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(3) Dihydrosireptomycin. Each of the
antibiotic substances produced by hydro-
genation of streptomycin, and each of
the same substances produced by any
other means, is a kind of dihydrostrepto-
myecin.

(4) Chlortetracycline. Each of the
several antibiotic substances produced by
the growth of Streptomyces aureofaciens,
and each of the same substances pro-
duced by any other means is a kind of
chlortetracycline.

(8) Tetracycline. Each of the several
antibiotic substances produced by the
hydrogenation of chlortetracycline, and
each of the same substances produced by
any other means, is a kind of tetra-
cycline.

(6) Chloramphenicol. Each of the
several antibiotic substances produced by
the growth of Strepiomyces venezuelae,
and each of the same substances pro-
duced by any other means, is a kind of
chloramphenicol.

(T) Bacitracin. Each of the several
antiblotic substances produced by the
growth of Bacillus subtilis var. Tracy,
and each of the same substances pro-
duced by any other means, is a kind of
bacitracin.

(8) Amphomycin. Each of the anti-
biotic substances produced by the growth
of Streptomyces canus, and each of the
same substances produced by any other
means, is a kind of amphomycin,

(9) Amphotericin. Each of the anti-
biotic substances produced by the growth
of Streptomyces nodosus, and each of
the same substances produced by any
other means, is a kind of amphotericin.

(10) Colistin. Each of the antibiotic
substances produced by the growth of
Bacillus polymyza var. colistinus, and
each of the same substances produced by
any other means, is a kind of colistin.

(11) Cycloserine. Each of the anti-
biotic substances produced by the growth
of Streptomyces orchidaceus, and each of
the same substances produced by any
other means, is a kind of cycloserine.

(12) Erythromycin. Each of the
antibiofic substances produced by the
growth of Sitreptomyces erythreus, and
each of the same substances produced by
any other means, is & kind of erythro-
myein,

(13) Gramicidin. Each of the anti-
biotic substances produced by the growth
of Bacillus brevis, and each of the same
substances produced by any other means,
is a kind of gramicidin.

(14) Griseofulvin. Each of the anti-
biotic substances produced by the growth
of Penicillium patulum or Penicillium
griseofulvum, and each of the same sub-
stances produced by any other means, is
a kind of griseofulvin.

(15) Kanamycin. Each of the anti-
biotic substances produced by the growth
of Streptomyces kanamyceticus, and
each of the same substances produced
by any other means, is a kind of
kanamyein.

(16) Neomycin. Each of the antibiotic
substances produced by the growth of
Streptomyces fradiae, and each of the
same substances produced by any other
means, is a kind of neomycin.
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(17) Nowobiocin. Each of the antibi-
otic substances produced by the growth
of Streptomyces niveus (known also as
Streptomyces spheroides), and each of
the same substances produced by any
other means, is a kind of novobiocin.

(18) Nysiatin. Each of the antibiotic
substances produced by the growth of
Streptomyces noursei, and each of the
same substances produced by any other
means, is a kind of nystatin.

(19) Oleandomycin. Each of the anti-
biotic substances produced by the growth
of Streptomyces antibioticus, and each
of the same substances produced by any
other means, is a kind of oleandomycin.

(20) [Reserved]

(21) Oazytetracycline. Each of the
antibiotic substances produced by the
growth of Streptomyces rimosus, and
each of the same substances produced
by any other means, is a kind of oxytet-
racycline,

(22) Paromomycin. Each of the anti-
biotic substances produced by the growth
of Streptomyces rimosus var. paromomy-
cinus, and each of the same substances
produced by any other means, is a kind
of paromomyein.

(23) Polymyxzxin., Each of the antibi-
otic substances produced by the growth
of Bacillus polymyza, and each of the
same substances produced by any other
means, is a kind of polymyxin.

(24) Ristocetin. Each of the antibiotic
substances produced by the growth of
Nocardia lurida, and each of the same
substances produced by any other means,
is a kind of ristocetin.

(25) Tyrothricin. Each of the mix-
tures of antibiotic substances produced
by the growth of Bacillus brevis, and each
of the same mixtures of substances pro-
duced by any other means, is a kind of
of tyrothricin.

(26) Vancomycin. Each of the anti-
biotic substances produced by the growth
of Streptomyces orientalis, and each of
the same substances produced by any
other means, is a kind of vancomycin.

(27) Viomycin. Each of the antibiotic
substances produced by the growth of
Streptomyces puniceus or Streptomyces
floridae or Actinomyces vinaceus, and
each of the same substances produced
by any other means, is a kind of viomy-
cin.

(28)-(30) [Reserved]

(31) Cephalosporin. Each of the anti-
biotic substances produced by the growth
of Cephalosporium acremonium, and
each of the same substances produced
by any other means, is a kind of cephalo-
sporin.

§ 145.3 Definitions of master and work-
ing standards.

(a) Master standards—(1) Penicillin
and salts of penicillin—(i) Penicillin G.
The term “penicillin G master standard”
means a specific lot of crystalline sodium
penicillin G (sodium penicillin II) that is
designated by the Commissioner as the
standard of comparison in determining
the potency of the penicillin G working
standard.

(ii) Penicillin O. The term “penicil-
lin O master standard” means a specific
lot of crystalline potassium penicillin O
standardized by the penicillin G master
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standard and which is designated by the
Commissioner as the standard of com-
parison in determining the penicillin O
content of the penicillin O working
standard.

(iii) Penicillin V. The term “peni-
cillin V master standard” means a spe-
cific lot of crystalline penicillin V that is
designated by the Commissioner as the
standard of comparison in determining
the potency of the penicillin V working
standard.

(iv) Potassium-L-phenethicillin. The
term ‘‘potassium-L-phenethicillin mas-
ter standard” means a specific lot of po-
tassium-L-phenethicillin that is desig-
nated by the Commissioner as the stand-
ard of comparison in determining the
potency of the potassium-L-phenethicil-
lin working standord.

(v) Potassium-~D-phenethicillin. The
term “potassium-D-phenethicillin mas-
ter standard” means & specific lot of po-
tassium-D-phenethieillin that is desig-
nated by the Commissioner as the
standard of comparison in determining
the potency of the potassium-D-phene-
thicillin working standard.

(vi) Methicillin sodium. The term
“methicillin sodium master standard”
means a specific lot of methicillin sodium
that is designated by the Commissioner
as the standard of comparison in deter-
mining the potency of the methicillin
sodium working standard.

(vil) Sodium ozxacillin. The term
“sodium oxacillin master standard”
means a specific lot of sodium oxacillin
that is designated by the Commissioner
as the standard of comparison in deter-
mining the potency of the sodium oxacil-
lin working standard.

(vili) Ampicillin. The term “ampi-
cillin master standard” means a specific
lot of ampicillin that is designated by the
Commissioner as the standard of com-
parison in determining the potency of
the ampiecillin working standard.

(ix) Nafcillin. The term “nafcillin
master standard” means a specific lot of
sodium nafcillin that is designated by the
Commissioner as the standard of com-
parison in determining the potency of
the nafeillin working standard.

(2) Streptomycin. The term “strepto-
mycin master standard” means a specific
lot of crystalline trihydrochloride cal-
cium chloride salt of streptomycin that
is designated by the Commissioner as the
standard of comparison in determining
the potency of the streptomycin working
standard.

(3) Dihydrostreptomycin. The term
“dihydrostreptomycin master standard”
means a specific lot of crystalline dihy-
drostreptomycin sulfate that is desig-
nated by the Commissioner as the stand-
ard of comparison in determining the
potency of the dihydrostreptomycin
working standard.

(4) Chlortetracycline. The term
“chlortetracycline master standard”
means a specific lot of crystalline chlor-
tetracycline hydrochloride that is desig-
nated by the Commissioner as the stand-
ard of comparison in determining the
potency of the chlortetracycline working
standard.

(5) Demethylchlortetracycline. The
term “demethylchlortetracycline master

standard” means a specific lot of crystal-
line 6-demethylchlortetracycline hydro-
chloride that is designated by the Com-
missioner as the standard of comparison
in determining the potency of the 6-
demethylchlortetracycline working
standard.

(6) Tetracycline. The term “tetra-
cycline master standard” means a spe-
cific lot of erystalline tetracycline hydro-
chloride that is designated by the Com-
missioner as the standard of comparison
in determining the potency of the tefra-
cycline working standard.

(7) Rolitetracycline. The term ‘‘roli-
tetracycline master standard” means a
specific lot of crystalline rolitetracycline
that is designated by the Commissioner
as the standard of comparison in deter-
mining the potency of the rolitetracy-
cline working standard.

(8) Chloramphenicol. 'The term
“chloramphenicol master standard”
means a specific lot of crystalline chlor-
amphenicol that is designated by the
Commissioner as the standard of com-
parison in determining the potency of
the chloramphenicol working standard.

(9) Bacitracin. The term “bacitracin
master standard” means a specific lot of
bacitracin that is designated by the
Commissioner as the standard of com-
parison in determining the potency of
the bacitracin working standard.

(10) Amphomycin. The term “am-
phomycin master standard” means &
specific lot of amphomyein designated by
the Commissioner as the standard of
comparison in determining the potency
of the amphomyein working standard.

(11) Amphotericin. The term “am-
photericin A master standard” means &
specific lot of amphotericin A designated
by the Commissioner as the standard of
comparison in determining the potency
of the amphotericin A working standard.
The term “amphotericin B master
standard” means a specific lot of am-
photericin B designated by the Commis-
sioner as the standard of comparison I
determining the potency of the ampho-
tericin B working standard.

(12) Colistin. The term “colistin mas-
ter standard” means a specific lot of
colistin designated by the Commissioner
as the standard of comparison in deter-
mining the potency of the colistin work=
ing standard. ;

(13) Colistimethate. The term “col-
stimethate master standard” means 3
specific lot of colistimethate desmmtef
by the Commissioner as the standmldio
comparison in determining the poteiey
of the colistimethate working standarc

(14) Cycloserine. The term “cyclo-
serine master standard” means & speciic
lot of eycloserine designated by the Co™”
missioner as the standard of compariso’
in determining the potency of the cycio®
serine working standard. S

(15) Erythromycin. The term <:58
thromyecin master standard” m,f‘ﬂf};ed
specific lot of erythromycin desm":fo
by the Commissioner as the standar ney
comparison in determining the potf‘d
of the erythromycin working standar a3

(16) Gramicidin. The term “&r@ ific
cidin master standard” means & SPC°
1ot of gramicidin designated by the ' ©
missioner as the standard of compa!
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in determining the potency of the grami-
cidin working standard.

(17) Griseofulvin. The term “griseo-
fulvin master standard” means a specific
lot of griseofulvin designated by the
Commissioner as the standard of com-
parison in determining the potency of
the griseofulvin working standard.

(18) Kanamycin. The term “kana-
mycin master standard” means a specific
lot of kanamyein designated by the Com-
missioner as the standard of comparison
in determining the potency of the kana-
mycin working standard.

(19) Neomycin. The term “neomycin
master standard” means a specific lot of
neomycin designated by the Commis-
sloner as the standard of comparison in
determining the potency of the neomyein
working standard.

(20) Novobiocin. The term “novobio-
cin master standard’” means a specific lot
of novobiocin designated by the Commis-
sioner as the standard of comparison in
determining the potency of the novobio-
cin working standard.

(21) Nystatin. The term ‘“nystatin
master standard” means a specific lot of
nystatin designated by the Commissioner
as the standard of comparison in deter-
mining the potency of the nystatin
working standard.

(22) Oleandomycin. The term “ole-
andomycin master standard” means a
specific lot of oleandomycin designated
by the Commissioner as the standard of
comparison in determining the potency
of the oleandomyein working standard.

(23) Ouzytetracycline. The term “ox-
ytetracycline master standard” means a
specific lot of oxytetracycline designated
by the Commissioner as the standard of
Comparison in determining the potency
of the oxytetracycline working standard.

(24) Paromomyein. The term “paro-
momycin master standard” means a spe-
cific lot of paromomyecin designated by
the Commissioner as the standard of
Comparison in determining the potency
of the paromomyein working standard.

(25) Polymyzin B. The term “poly-
myxin B master standard” means a spe-
¢lfic lot of polymyxin B designated by the
Commissioner as the standard of com-
Parison in determining the potency of

the polymyxin B working standard.

(26) Ristocetin, The term “ristocetin
A master standard” means a specific lot
of ristocetin' A designated by the Com-
Missioner as the standard of comparison
In determining the potency of the risto-
tlin A working standard. The term

listocetin B master standard” means
g Spbecific lot of ristocetin B designated
cg the Commissioner as the standard of
ofmpansqn in determining the potency

the ristocetin B working standard.
m\‘-2‘7' Vancomycin. The term “vanco-
lot ¢in master standard” means a specific
oo O vancomyein designated by the
D“’}f}l_llSS_loner as the standard of com-
tholson in determining the potency of

T rancomycin working standard.
ma;&'_ Viomycin. The term “viomycin
Viom T standard” means a specifie lot of
sione. 0 designated by the Commis-
deteir as the standard of comparison in
w 0X.L_it;nmng the potency of the viomycin

g standard,

29)-(32) [Reserved]
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(33) Cephalothin. The term “cephal-
othin master standard” means a specific
lot of cephalothin designated by the
Commissioner as the standard of com-
parison in determining the potency of
the cephalothin working standard.

(b) Working standards. The potency
or purity of each preparation has been
determined by comparison with its mas-
ter standard, and each has been desig-
nated by the Commissioner as working
standards for use in determining the
potency or purity of antibiotic sub-
stances subject to the regulations in this
chapter.

(1) Penicillin. (i) The term “peni-
cillin G working standard” means a spe-
cific lot of a homogeneous preparation of
one or more salts of penicillin,

(ii) The term “penicillin O working
standard” means a specific lot of a
homogeneous preparation of potassium
penicillin O.

(iii) The term “penicillin V working
standard” means a specific lot of a homo-
geneous preparation of penicillin,

(iv) The term “potassium-L-phene-
thicillin working standard” means a
specific lot of 8 homogeneous preparation
of . potassium-L-phenethicillin, The
term “potassium-D-phenethicillin work-
ing standard” means a specific lot of a
homogeneous preparation of potassium-
D-phenethicillin.

(v) The term “methicillin working
standard” means a specific lot of a ho-
mogeneous preparation of methicillin.

(vi) The term “sodium oxacillin work-
ing standard” means a specific lot of a
homogeneous preparation of sodium
oxacillin.

(vil) The term “ampicillin working
standard” means a specific lot of a homo-
geneous preparation of ampicillin,

(viii) The term “nafecillin working
standard” means a specific lot of a homo-
geneous preparation of sodium nafeillin,

(2) Amphotericin A. The term “am-
photericin A working standard” means a
specific lot of a homogeneous preparation
of amphotericin A.

(3) Amphotericin B. The term “am-
photericin B working standard” means
a specific lot of a homogeneous prepara-
tion of amphotericin B.

(4) Streptomycin. The term “strep-
tomycin working standard” means a
specific lot of a homogeneous prepara-
tion of one or more streptomyein salts.

(6) Dihydrostreptomycin. The term
“dihydrostreptomyecin working standard”
means a specific lot of a homogeneous
preparation of one or more dihydro-
streptomycin salts.

(6) Chlortetracycline. The term
“chlortetracycline working standard”
means a specific lot of a homogeneous
preparation of one or more chlortetra-
cycline salts.

(1) Demethylchlortetracycline. The
term “demethylchlortetracycline work-
ing standard” means a specific lot of a
homogeneous preparation of one or more
6-demethylchlortetracycline salts.

(8) Tetracycline. The term “tetra-
cycline working standard” means a spe-
cific lot of a homogeneous preparation
of one or more tetracycline salts.

(9) Rolitetracycline. The term “roli-
tetracycline working standard” means a
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specific lot of a homogeneous preparation
of one or more rolitetracycline salts.

(10) Chloramphenicol. The term
“chloramphenicol working standard”
means a specific lot of a homogeneous
preparation of one or more chloram-
phenicols.

(11) Bacitracin. The term “bacitracin
working standard” means a specific lot
of a homogeneous preparation of one or
more bacitracins.

(12) Amphomycin. The term ‘“am-
phomycin working standard” means a
specific lot of a homogeneous preparation
of amphomyecin.

(13) Colistin, The term “colistin
working standard” means a specific lot
of a homogeneous preparation of colistin.

(14) Colistimethate. The term “co-
listimethate working standard” means a
specific lot of a homogeneous preparation
of colistimethate.

(15) Cycloserine. The term *“cyclo-
serine working standard” means a spe-
cific lot of a homogeneous preparation
of cycloserine.

(16) Erythromycin. The term “eryth-
romyecin working standard” means a
specific lot of a homogeneous preparation
of erythromye¢in.

(17) Gramicidin. The term ‘“‘grami-
cidin working standard” means a specific
lot of a homogeneous preparation of
gramicidin,

(18) Griseofulvin. The term “grise-
ofulvin working standard’” means a spe-
cific lot of a homogeneous preparation of
griseofulvin. 4

(19) Kanamycin. The term “kanamy-
cin working standard” means a specific
lot of a homogeneous preparation of
kanamyein.

(20) Neomycin. The term “neomycin
working standard” means a specific lot
of a homogeneous preparation of neo-
myecin.

(21) Nowobiocin, The term “novobi-
ocin working standard” means a specific
lot of a homogeneous preparation of
novobiocin.

(22) Nystatin. The term “nystatin
working standard” means a specific lot
of a homogeneous preparation of ny-
statin.

(23) Oleandomycin. The term “ole-
andomyecin working standard” means a
specific lot of a homogeneous prepara-
tion of oleandomycin.

(24) [Reserved]

(25) Ozxytetracycline. The term “oxy-
tetracycline working standard” means a
specific lot of a homogeneous preparation
of oxytetracycline.

(26) Paromomycin. The term “par-
omomycin working standard” means a
specific lot of a homogeneous prepara-
tion of paromomycin.

(27) Polymyzin B. The term “poly-
myxin B working standard” means a
specific lot of a homogeneous preparation
of polymyxin B.

(28) Vancomycin. The term ‘‘van-
comycin working standard” means a
specific lot of a homogeneous preparation
of vancomycin.

(29) Viomycin. The term ‘“‘viomyecin
working standard” means a specific lot
of a homogeneous preparation of
viomyecin.

(30)-(32) [Reserved]
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(33) Cephalothin. The term “ceph-
alothin working standard” means a
specific lot of a homogeneous prepara=-
tion of cephalothin.

§ 145.4 Definitions of the terms “unit”
and “microgram” as applied to anti-
biotic substances.

(a) “Unit”—(1) Penicillin. The term
“unit” applied to penicillin means a
penicillin activity contained in 0.6 micro-
gram of the penicillin G master stand-
ard, except that the term “unit” applied
to penicillin V means a penicillin activity
contained in 0.59 microgram of the
penicillin V master standard. The term
“unit” applied to phenethicillin potas-
sium means a penicillin activity con-
tained in 0.68 microgram of the potas-
sium-D-phenethicillin or potassium-I~
phenethicillin master standard, or in
0.61 microgram of the free acid, the lat-
ter value being used as a basis of con-
version from units to the metric system.
The term “penicillin potency” means the
number of such units in a specified quan-
tity of a substance.

(2) Bacitracin. The term “unit” ap-
plied to bacitracin means a bacitracin
activity contained in 23.8 micrograms of
the bacitracin master standard after it
it is dried for 3 hours at 60° C. and a
pressure of 5 millimeters or less; the term
“pacitracin potency” means the number
of such units in a specified quantity of a
substance.

(3) Nystatin. The term “unit” ap-
plied to nystatin means the nystatin ac-
tivity (potency) contained in 0.2817
miecrogram of the nystatin master stand-
ard when dried for 2 hours at 40° C. and
a pressure of 5 millimeters or less.

(4) Polymyzin B. The term “unit”
applied to polymyxin B means the poly-
myxin activity (potency) contained in
1.2739 micrograms of the polymyxin B
master standard when dried for 3 hours
at 60° C. and a pressure of 5 millimeters
or less.

(b) “Microgram”—(1) Streptomycin.
The term “microgram” applied to strep~
tomyecin means the streptomyein activ-
ity (potency) contained in 1.38 micro-
grams of the streptomycin master stand-
ard after it is dried for 4 hours at 56° C.
and a pressure of 50 microns or less.

(2) Dihydrosireptomycin. The term
“microgram” applied to dihydrostrep-
tomycin means the dihydrostreptomycin
activity (potency) contained in 1.25
micrograms of the dihydrostreptomycin
master standard after it is dried for 4
hours at 100° C. and a pressure of 50
microns or less.

(3) Chlortetracycline. The term
“microgram” applied to chlortetracycline
means the chlortetracycline activity
(potency) contained in 1.0 microgram of
the chlortetracycline master standard.

(4) 6-Demethylchlortetracycline. The
term “microgram” applied to 6-de-
methylchlortetracycline means the 6-
demethylchlortetracycline activity (po-
tency) contained in 1.0 microgram of
6-demethylchlortetracycline master
standard.

(5) Tetracycline. The term “micro-
gram” applied to tetracyeline means thé
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tetracycline activity (potency) contained
in 1.0 microgram of tetracycline master
standard.

(6) Rolitetracycline. The term “mi-
crogram” applied to rolitetracycline
means the rolitetracycline activity (po-
tency) contained in 1.0 mierogram of
the rolitetracycline master standard.

() Chloramphenicol. The term
“microgram” applied to chloramphenicol
means the chloramphenicol activity (po-
tency) contained in 1.0 microgram of the
chloramphenicol master standard.

(8) Methicillin. 'The term “micro-
gram” applied to ‘methicillin means the
methicillin activity (potency) contained
in 1.105 micrograms of the methicillin
master standard.

(9) Ozacillin. The term “microgram”
applied to oxacillin means the oxacillin
activity (potency) contained in 1.0996
micrograms of the sodium oxacillin
master standard.

(10) Amphomycin. The term “micro-
gram” applied to amphomyecin means the
amphomycin activity (potency) con-
tained in 0.9355 microgram of the am-
phomycin master standard when dried
for 4 hours at 60° C, and a pressure of
5 millimeters or less.

(11) Amphotericin A. The term “mi-
ecrogram” applied to amphotericin A
means the amphotericin A activity (po-
tency) contained in 1.0 microgram of
the amphotericin A master standard
when dried for 3 hours at 60° C, and a
pressure of 5 millimeters or less.

(12) Amphotericin B. The term “mi-
crogram” applied to amphotericin B
means the amphotericin B activity (po-
tency) contained in 1.124 micrograms of
the amphotericin B master standard
when dried for 3 hours at 60° C. and a
pressure of 5 millimeters or less.

(13) Colistin. The term “microgram™
applied to colistin means the colistin base
activity (potency) contained in 1.495 mi-
crograms of the colistin master standard
when dried for 3 hours at 60° C. and a
pressure of 5 millimeters or less.

(14) Colistimethate. The term “mi-
crogram” applied to colistimethate
means the activity (potency) calculated
as colistin base that is contained in 1.938
micrograms of the colistimethate master
standard when dried for 3 hours at 60°
C. and a pressure of 5 millimeters or less.

(15) Cycloserine. The term ‘“micro-
gram” applied to cycloserine means the
cycloserine activity (potency) contained
in 1.0 microgram of the cycloserine mas-
ter standard when dried for 3 hours at
fO" C. and a pressure of 5 millimeters or

ess.

(16) Erythromycin. The term “mi-
crogram” applied to erythromycin means
the erythromycin base activity (potency)
contained in 1,02 micrograms of the
erythromyecin master standard when
dried for 3 hours at 60° C. and a pressure
of 5 millimeters or less.

(17) Gramicidin. The term “micro-
gram” applied to gramicidin means the
gramicidin activity (potency) contained
in 1.0 microgram of the gramicidin mas-
ter standard when dried for 3 hours at
60° C. and a pressure of 5 millimeters or
less.

(18) Griseofulvin. The term “mi-
crogram” applied to griseofulvin means
the griseofulvin activity (potency) con-
tained in 1.0 microgram of the griseoful-
vin master standard.

(19) Kanamycin. The term “micro-
gram” applied to kanamycin means the
kanamycin base activity (potency) con-
tained in 1.299 micrograms of the kana-
mycin master standard.

(20) Neomycin. The term “micro-
gram” applied to neomyecin means the
neomycin base activity (potency) con-
tained in 1.429 micrograms of the neo-
mycin master standard when dried for
3 hours at 60° C. and a pressure of 5
millimeters or less.

(21) Novobiocin. The term “micro-
gram’ applied to novobiocin means the
novobiocin acid activity (potency) con-
tained in 1.033 micrograms of the novo-
biocin master standard when dried for
3 hours at 60° C. and a pressure of §
millimeters or less.

(22) Oleandomycin. The term “mi-
crogram” applied to oleandomycin
means the oleandomycin base activity
(potency) contained in 1,176 micro-
grams of the oleandomycin master
standard.

(23) [Reserved] :

(24) Oxytetracycline. The term “ni-
cogram” applied to oxytetracycline
means the oxytetracycline base activity
(potency) contained in 1.13 micrograms
of the oxytetracyline master standard.

(25) Paromomycin. The term “mi-
crogram” applied to paromomycin
means the paromomycin base activity
(potency) contained in 1,333 micro-
grams of paromomyein master standard.

(26) Tyrothricin. The term “micro-
gram” applied to tyrothricin means the
activity (potency) contained in 02
microgram of the gramicidin master
standard when dried for 3 hours at 60° C.
and a pressure of 5 millimeters or less.

(27) Vancomycin, The term “micro-
gram” applied to vancomycin means the
vancomyein base activity (potency) con-
tained in 1.25 micrograms of the vanco-
mycin master standard. 3

(28) Viomycin. The term “m!CF‘O-
gram” applied to viomycin means ihe
viomyein base activity (potency) con-
tained in 1.355 micrograms of the viomy-
cin master standard when dried fq!y'r3
hours at 60° C. and a pressure of 5 mill-
meters or less. S

(29) Ampicillin. The term “micro-
gram” applied to ampicillin means.tl;el
ampicillin activity (potency) containe
in 1.1547 micrograms of the ampicillil
master standard. el

(30) Nafcillin. The term ‘muj]tf;
gram” applied to nafcillin means b
nafeillin activity (potency) contained I
1.052 micrograms of the nafeillin master
standard when dried for 3 hours at 60q
C. and a pressure of 5 millimeters o less.

(31)-(33) [Reserved] 8-

(34) Cephalothin. The term m"w
crogram” applied to cephalothin mee'”
the cephalothin activity (potency) cohe
tained in 1055 micrograms of ‘'
cephalothin master standard when qn
for 3 hours at 60° C. and & pressure ¢
5 millimeters or less.
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Subpart B—Statements of Policy and
Interpretation

§£145.31 Antibiotic drugs not subject to
certification prior to May 1, 1963;
statement of policy.

(a) Prior to the enactment of the 1962
amendments to the Federal Food, Drug,
and Cosmetic Act, the only antibiotic
drugs required to be submitted to the
Food and Drug Administration for cer-
tification were those containing peni-
cillin, streptomycin, chlortetracycline,
chloramphenicol, or bacitracin, or any
derivative of one of these antibiotics.
Scientific proof of safety and efficacy
was required. In the case of a drug con-
taining any other antibiotic, it was nec-
essary, unless the drug was then con-
sidered to be generally recognized as safe,
that the applicant submit proof of safety
under the new-drug provisions of the
act. Furthermore, prior to enactment of
the 1962 amendments, a number of these
drugs had been declared no longer new
drugs, since they had become generally
recognized as being safe for their in-
tended uses. As a result, there are now
on the market antibiotic-containing
drugs with labeling claims that, in the
opinion of the Administration, are not
supported by available medical data.
This is particularly true for drugs such
as troches, nose drops, mouth washes,
zlm_;l deodorants intended for use by the
aity.

(b) Antibiotic drugs not, subject to
certification prior to May 1, 1963, there-
fore fall into two categories:

1) Drugs for which, prior to their
being marketed, the manufacturers ap-
blied for and obtained effective new-drug
applications under the provisions of sec-
tion 505 of the act.

(2) Drugs not cleared through the
new-drug procedures prior to their being
marketed.

'¢) Under the provisions of the 1962
@mendments, drugs described in para-
graph (b) (1) of this section are exempt
from an affirmative finding of efficacy for
the conditions covered by the prior ap-
?}ioval of the new-drug application, and

O.‘initizlxl regulations listing them for
cer tlﬁcatlon for such conditions may not
; \f‘lmdrawn for lack of proof of effi-
e%C:v until October 9, 1964. The deferred
b ective date as to efficacy does not apply
& the drugs described in paragraph

'(2) of this section.
uo“l ' The Food and Drug Administra-
vidl 13 now drafting regulations to pro-
& e {Qr the certification of the drugs in
Dler_ﬂélaph (b) (1) of this section. Sam-
faciu\?m be accepted from any manu-
in Ter or repacker of a drug described
fie Such regulations with a view to certi-
meatvlon If the drug meets the require-
- ftequ' ,Of the regulations or, pending the
A vi% 've date of such regulations, with
0 to release as provided in section
b of the act. Thus, each manufac-
in e F YePacker of a drug described
not 1 678Ph (b) (1) of this section need

v hold an effective new-drug applica-
certif I the drug in order to qualify for
CEmﬁCatlon. but all such drugs will be
eongipo, OP With the claims for those
foung ons for which the drugs were
broceqy o, ¢ Safe under the new-drug

tdures. If a regulation providing
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for the certification of a drug in para-
graph (b) (1) has not been revoked be-
fore October 9, 1964, it will be revoked
after that date unless the Commissioner
of Food and Drugs has received substan-
tial evidence to support the claims of
effectiveness,

(2) The Commissioner does not intend
to issue regulations to provide for the
certification of any drug covered by par-
agraph (b) (2) of this section until he
has received substantial evidence to sup-
port such regulations. A drug in this
group, even though marketed before Oc-
tober 10, 1962, may not now be marketed
until an appropriate regulation has is-
sued and the drug has been certified or
the drug has been released as provided
in section 507(a) of the act. To permit
orderly transition to the certification re-
quirements, the Commissioner will con-
tinue to accept samples of a drug in
this group with a view to release of
batches as provided in section 507(a) of
the act, provided the manufacturer sub-
mits to the Food and Drug Administra-
tion by September 6, 1963, evidence to
support the claims for such drugs.

PART 146—ANTIBIOTIC DRUGS;
PROCEDURAL REGULATIONS

Sec.

146.1 Procedure for the establishment of
regulations. [Reserved]

146.2 Requests for certification, check
tests and assays, and working
standards; information and sam-
ples required.

1463 Certification.

1464 Conditions on the effectiveness of
certificates.

146.5 Records of distribution.

146.6 Refusal of certification service.

146.7 Records retention.

1468 Fees.

1469 Disposition of outdated drugs.

146.10 New antiblotic and antibiotic-con-
taining products.

146.11 Declaration of potency.

146.12 Shipment of antibiotic drugs pack-
aged in bulk containers.

146.13 Forms for certification or exemption

of antibiotic drugs.

AUTHORITY : The provisions of this Part 146
issued under sec. 507, 59 Stat. 463, as
amended; 21 U.S.C. 357.

Cross REFERENCE: For other regulations
in this chapter concerning antibiotic and
antiblotic-containing drugs, see also §§ 8.3,
120.117, 120.148, and Parts 121 and 130.

§ 146.1 Procedure for the establishment
of regulations. [Reserved]

§ 146.2 Requests for certification, check
tests and assays, and working stand-
ards; information and samples re-
quired.

(a) A request for certification of a
batch shall be addressed to the Com-
missioner and shall be in a form speci-
fied by him. A request from a foreign
manufacturer shall be signed by such
manufacturer and by an agent of such
manufacturer who resides in the United
States.

(b) The initial request for certification
of a batch of any drug submitted by any
person shall be preceded or accompanied
by a full statement of the facilities and
controls used to maintain the identity,
strength, quality, and purity of each
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bateh, including a description of (1) the
methods and processes used in the man-
ufacture of the drug; (2) the tests and
assays of the drug made during the
manufacture of the batch and after it is
packaged; and (3) the laboratory facili-
ties used in such controls. Such initial
request shall also be preceded or accom-
panied by the key of the batch marks
used by such person and by specimens of
all labeling (including specimens of all
brochures and other printed matter ex-
cept readily available medical publica-
tions referred to in such labeling) to be
used for such drug. When any change
is made in any such facility or control,
or in any such key or labeling, such
person shall promptly submit to the
Commissioner a full statement of such
change or, in the case of changed label-
ing, specimens showing all such changes.

(c) A person who requests certifica-
tion or check tests and assays of a batch
shall submit with his request the follow-
ing information and samples:

(1) The batch mark of the drug.

(2) The quantity of each ingredient
used in making the batch.

(3) The size of the batch, including
the number of containers of each size
in the batch.

(4) The date of the latest assay of the
batch.

(5) The results of tests and assays
made by or for him on the batch as
required for the drug by specific regu-
lations.

(6) The batch mark(s) of the anti-
biotic(s) used in making the batch.

(7) Unless previously submitted, the
results of tests and assays made by or
for him on the antibiotic(s) used in
making the batch as required by spe-
cific regulations.

(8) The number of accurately repre-
sentative samples that are required for
the batch by specific regulations: In the
case of drugs such as dry powders, solu-
tions, ointments, and suspensions, the
sample shall be collected by taking single
immediate containers, before or after
labeling, at such intervals throughout
the entire time of packaging the batch
that the quantities packaged during the
intervals are approximately equal. In
no case, however, shall more than 5,000
immediate containers have been pack-
aged during each such interval of sam-
pling, except for a sample collected for
sterility testing. In the case of drugs
such as tablets or other such unit dosage
forms, the sample shall be collected by
taking single tablets at such intervals
throughout the entire time of tableting
the batch that the quantities tableted
during the intervals are approximately
equal. In no case, however, shall more
than 5,000 tablets have been tableted
during each interval of sampling, ex-
cept for a sample collected for time of
disintegration. If the person who pack-
ages the tablets into dispensing-size con-
tainers is net the manufacturer, such
sample shall be collected throughout the
entire time of packaging the batch into
such containers.

(d) Each sample submitted pursuant
to the regulations in this chapter shall
be addressed to the Commissioner. Iis
package shall be clearly identified as to
its contents and shall bear the name and
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post-office address of the person submit-
ting it.

(e) In addition to the information and
samples specifically required to be sub-
mitted to the Commissioner by the reg-
ulations in this chapter, the person who
requests certification of a batch shall
submit such further information and
samples as the Commissioner may re-
quire for the purpose of investigations
to determine whether or not such batch
complies with the requirements of § 146.3
for the issuance of a certificate.

(f) Upon the request of any person,
stating reasonable grounds therefor, the
Commissioner shall furnish such person
with a portion of the working standards.

§ 146.3 Certification.

(a) If it appears to the Commissioner,
after such investigation as he considers
necessary, that:

(1) The information (including re-
sults of tests and assays) and samples
required by or pursuant to the regula-
tions in this chapter have been sub-
mitted, and the request for certification
contains no untrue statement of a ma-
terial fact; and

(2) The batch complies with the reg-
ulations in this chapter and conforms to
the applicable standards of identity,
strength, quality, and purity prescribed
by the regulations in this chapter;

the Commissioner shall certify that such
bateh is safe and efficacious for use, sub-
ject to such conditions on the effective-
ness of certificates as are prescribed by
§ 146.4, and shall issue to the person who
requested it a certificate to that effect.

(b) If the Commissioner determines,
after such investigation as he considers
to be necessary, that the information
submitted pursuant to the regulations in
this chapter, or the batch covered by
such request, does not comply with the
requirements set forth in paragraph (a)
of this section for the issuance of a cer-
tificate, the Commissioner shall refuse to
certify such batch and shall give notice
thereof to the person who requested cer-
tification, stating his reasons for refusal.

(¢) All statements, samples, and other
information and materials submitted in
connection with a request for certifica-
tion shall be considered to be part of such
request.

(d) Compliance of a drug with the
standards of identity, strength, quality,
and purity prescribed by regulations in
this chapter shall be determined by the
tests and methods of assay prescribed
for such drug by regulations issued under
this chapter.

(e) The regulations in this chapter,
prescribing tests and methods of assay
for antibiotic and antibiotic-containing
drugs, shall not be construed as prevent-
ing the Commissioner from using any
other test or method of assay in his in-
vestigations to determine whether or not:

(1) A request for certification con-
tains any untrue statement of a mate-
rial fact; or

(2) A certification has been obtained
through fraud, or through misrepre-
sentation or concealment of a material
fact.

(f) Except as specifically provided by
the regulations in this chapter, no pro-
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vision of any regulation shall be con-
strued as exempting any certifiable anti-
biotic drug from any applicable provi-
siog of the act or any regulation there-
under.

§ 146.4 Conditions on the effectiveness
of certificates.

(a) A certificate shall not become
effective:

(1) If it is obtained through fraud or
through misrepresentation or conceal-
ment of a material fact;

(2) With respect to any package un-
less it complies with the packaging re-
quirements, if any, prescribed by the
regulations in this chapter which were
in effect on the date of the certificate;

(3) With respect to any package un-
less its label and labeling bear all words,
statements, and other information re-
quired by the regulations in this chap-
ter; or

(4) With respect to any package of a
certifiable antibiotic drug subject to the
regulations in this chapter, when it is
included in a packaged combination with
another drug, unless such other drug
complies with the requirements of the
regulations in this chapter.

(b) A certificate shall cease to be
effective:

(1) With respect to any immediate
container after the expiration date, if
any, prescribed by the regulations in this
chapter;

(2) With respect to any immediate
container when it or its seal (if the regu-
lations in this chapter require it to be
sealed) is broken, or when its label or
labeling is altered, mutilated, destroyed,
obliterated, or removed in whole or in
part, or ceases to conform to any labeling
requirement prescribed by the regula-
tions in this chapter, except that:

(i) If the drug in such container is re-
packed or used as an ingredient in the
manufacture of another drug, and certi-
fication of the batch thus made is re-
quested, such certificate shall continue
to be effective for a reasonable time to
permit certification or destruction of
such batch;

(ii) If the drug is in a container pack-
aged for dispensing and is used in com-
pounding a prescription issued by a
practitioner licensed by law to admin-
ister such drug, such certificate shall
continue to be effective for a reasonable
time to permit the delivery of the drug
compounded on such preseription; or

(iii) If its label or labeling is removed
in whole or in part for the purpose of
relabeling and supplemental certifica-
tion of the relabeled drug is requested,
as provided by § 144.3 of this chapter.

(3) With respect to any immediate
container of penicillin when it is in-
ciuded in the packaged combination
penicillin with aluminum hydroxide gel
or penicillin with a vasoconstrictor, or
to any immediate container of bacitracin
when it is included in the packaged com-
bination bacitracin with a vasoconstric-
tor, except that when certification of the
bateh so included is requested, such cer-
tificate shall continue to be effective for
a reasonable time to permit certification
of such batch which is part of such com-
bination;

(4) With respect to any package when
the drug therein fails to meet the stand-
ards of identity, strength, quality, and
purity which were in effect on the date of
the certificate; except that those minor
changes which occur before the expira-
tion date and which are normal and un-
avoidable in good storage and distribu-
tion practice shall be disregarded.

(5) With respect to any package of a
certifiable antibiotic drug subject to the
regulations in this chapter, included in
a packaged combination with another
drug, when such other drug fails to meet
the requirements of the regulations in
this chapter; or

(8) With respect to any immediate
container, if such regulations require
its labeling to bear a caution against
dispensing otherwise than on prescrip-
tion, at the beginning of the act of
dispensing or offering to dispense it
otherwise than:

(i) By a practitioner licensed by law
to administer such drug; or

(ii) On his prescription issued in his
professional practice.

§ 146.5 Records of distribution.

(a) The person who requested certifi-
cation shall keep complete records show-
ing each shipment and other delivery
(including exports) of each certified
batch or part thereof by such person or
by any person subject to his control
Such records shall show the date and
quantity of each such shipment or de-
livery and the name and post-office ad-
dress of the person to whom such ship-
ment or delivery was made, and shall be
kept for not less than 3 years after such
date.

(b) Upon the request of any officer or
employee of the Food and Drug Adminis-
tration, or of any other officer or em-
ployee of the United States acting on
behalf of the Secretary, the person 10
whom a certificate is issued shall at 2l
reasonable hours make such records
available to any such officer or employee
and shall accord to him full opportunity
to make inventory of stocks of such
batch on hand and otherwise to check
the correctness of such records.

§ 146.6 Refusal of certification services

When the Secretary finds, after giving
notice and opportunity for hearing, that
a person has: '

(a) Obtained or attempted to obtain
a certificate through fraud, or throueh
misrepresentation or concealment of &
material fact; o

(b) Falsified the records required to
be kept by § 146.5; or

(c) Failed to keep such records oF to
make them available, or to accord rulg
opportunity to make an inventory ©
stocks on hand or otherwise to chuf-x
the correctness of such records, &S w’V
quired by § 146.5, and such raﬂure‘m.u{.-
materially impair the certification serv
ice;

the Secretary will immediately suspgr‘-ff
service to such person under the rC_LUC
lations in this chapter and will com}nélh
such suspension unless and until bu(‘h
person shows adequate cause why su
service should be resumed.
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§146.7 Records retention.

At the option of the person having
control of records required to be kept
by any regulation in this Part 146, photo-
static or other permanent reproductions
may be substituted for such records after
the first 2 years of the holding period.

§146.8 Fees.

(a) Fees for the services rendered
under the regulations in this chapter
shall be such as are necessary to provide,
equip, and maintain an adequate certifi-
cation service.

(b) The fee for such services with re-
spect to each batch of a drug, certifica-
tion of which is provided by the regula-
tions in this chapter, including those
published hereafter, is the fee prescribed
in the section relating specifically to such
drug plus an additional 30 percent of
whatever that fee may be, except that in
the case of a supplemental request sub-
mitted pursuant to the provisions of
§1443 of this chapter, the fee shall
be $3.00.

(c) When the Commissioner considers
it necessary to make investigations of a
new product containing a certifiable
antibiotic drug on which a request has
been submitted in accordance with
§146.10, the fee for such service shall be
the cost thereof. In such case the re-
quest shall be followed by an advance
deposit in such amount as the Commis-
Sioner specifies, and thereafter such ad-
ditional advance deposits shall be made
as the Commissioner estimates may be
hecessary to prevent arrears in the pay-
ment of such fee.

(@) A person requiring continuing cer-
Uification services may maintain an ad-
Vance deposit of the estimated cost of
Such services for a two-month period.
Such deposit shall be debited with fees
for services rendered, but shall not be
debited for any fee the amount of which
'S not definitely specified in the regula-
tlol_ls in this chapter unless the depositor

a5 previously requested the perform-
?yce of the services to be covered by such

¢¢. A monthly statement for each such
advance deposit shall be rendered.
wilmm The fees for the services rendered
u“dll.xespect to each batch certified
=hal(i I the regulations in this chapter
Eat‘ accompany the reguest for certifi-
m&o“'w or the request for check tests
.t assays, unless such fee is covered by
2“.‘ advance deposit maintained in ac-
q:C-:l}mce with paragraph (d) of this
;id 1?“- Alsq, if the Commissioner con-
;x-flb- that investigations other than
Sa“‘l’mnation of such samples are neces-
:D a‘r}c)m determine whether or not such
; 1461 Complies with the requirements of
the r3 for the issuance of a certificate,
e shall include the cost of such

lnv(-stiaations
() :

Mt 1-22]-e fees for the services rendered
exempp s v 'O each application for an
equlagi . (TOM certification under the
and ;0 lons in § 144.26(b) of this chapter,
be. . €ach amendment thereto, shall

rm'.:n ‘“]?-00 for each medicated feed
containing one or more new-

drug g
a,)mic;“t?;t{znces described in an initial
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(2) $5.00 for changes in one or more
new-drug substances contained in a
medicated feed formula described in an
amendment to such application,

The fee presceribed by this paragraph
shall accompany each application and
each amendment to such application
unless such fee is covered by an advance
deposit maintained in accordance with
paragraph (d) of this section.

(g) The unearned portion of any ad-
vance deposit shall be refunded to the
depositor upon his application.

(h) Whenever in the judgment of the
Commissioner the ratio between fees col-
lected (which are based upon experience
and the best estimate of costs and the
best estimate of earnings) and the costs
of providing the service during an
elapsed period of time, in the light of all
circumstances and contingencies, war-
rants a refund from the fund collected
during such period, he shall make rata-
ble refunds to those persons to whom
the services were rendered and charged,
except for those services described under
§§ 144.3 and 144,26 of this chapter.

(i) All deposits and fees required by
the regulations in this chapter shall be
paid by money order, bank draft, or cer-
tified check drawn to the order of the
Food and Drug Administration, collect-
ible at par at Washington, D.C. All such
deposits and fees shall be forwarded to
the Food and Drug Administration, De-
partment of Health, Education, and Wel-
fare, Washington, D.C., 20204, where-
upon after making appropriate records
thereof they will be transmitted to the
Chief Disbursing Officer, Division of
Disbursement, Treasurer of the United
States, for deposit to the special account
“Salaries and Expenses, Certification,
Inspection, and Other Services, Food and
Drug Administration.”

§ 146.9 Disposition of outdated drugs.

When certification becomes invalid be-
cause the expiration date is passed, such
articles should not be disposed of for
drug use either through commercial or
charitable channels unless the articles
have been assayed to establish potency
and recertified.

§ 146.10 New antibiotic and antibiotic-
containing products.

Any request that the Secretary pro-
vide for the certification of batches of
a drug for which no provision for cer-
tification is made in the existing regu-
lations in this chapter shall be in a form
specified by the Commissioner and shall
be accompanied by :

(a) A statement of the conditions for
which the person who makes such request
intends such drug to be used, and ade-
quate directions for use in each such
condition;

(b) Full reports of investigations
which have been made to show whether
or not such drug is safe and efficacious
for use in such conditions;

(c) A full list of the articles used as
components of such drug;

(d) A full statement of the composi-
tion of such drug;

(e) A full description of the methods
used in, and the facilities and controls
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used for, the manufacture, processing,
and packaging of such drug;

(f) A full description of, or references
to publications containing practical and
accurate tests and methods of assay to
determine the identity, strength, qual-
ity, and purity of such drug;

(g) Such samples of such drug and
of the articles used as components there-
of as the Commissioner may require; and

(h) Specimens of all labeling (includ-
ing all brochures and other printed mat-
ter, except readily available medical pub-
lications, referred to in such labeling)
proposed to be used for such drug.

§ 146.11 Declaration of potency.

Wherever the potency of an antibiotic
drug included in the regulations in this
chapter is expressed in terms of weight,
such potency shall be equivalent to that
contained in the same weight of the mas-
ter standard of the drug.

§ 146.12 Shipment of antibiotic drugs
packaged in bulk containers.

(a) The Food and Drug Administra-
tion has received inquiries from certain
interested manufacturers concerning
their shipment of certified antibiotics,
packaged in bulk containers, to hospitals
and pharmacies for repacking or for use
in the manufacture of another drug on
the order or prescription of a physician.
The regulations promulgated under sec-
tion 507 of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 357) do not
prohibit the shipment of certified bulk
containers of antibiotics to such persons.
However, under the provisions of § 146.4
(b) (2) (i) of this chapter, certification
should be requested of each repacked
batch and of each batch of another drug
manufactured from such bulk drug, un-
less the repackaged drug or other drug
has been made exempt from the certi-
fication requirements by regulation.
The fact that the drug is to be repacked
or manufactured on the order or pre-
scription of a physician does not exempt
it from the certification requirements of
the act. Under the provisions of § 146.4
(b) (2) (i) of this chapter, it is only
when the drug used to compound a pre-
scription is in a container packaged for
dispensing that certification of the drug
80 compounded is not required.

(b) In the light of these provisions,
unless the manufacturer and shipper of
bulk containers of antibiotics has, with
the consignee, an effective permit issued
under § 144.6 of this chapter, if the drug
is to be repacked, or under § 144.7 of this
chapter if it is to be used in the manu-
facture of another drug, the shipper has
the responsibility of seeing that certifi-
cation is requested of each repacked
batch and of each batch of another drug
manufactured from such drug.

§ 146.13 Forms for certification or ex-
emption of antibiotic drugs.

The following forms which must be
supplied in connection with certain cer-
tification or exemption procedures for
antibiotic drugs may be obtained from
the Division of Antibiotics and Insulin
Certification, Food and Drug Adminis-
tration, Department of Health, Educa-
tion, and Welfare, Washington, D.C.,
20204:
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Application for exemption for storage.

Application for exemption for processing.

Application for exemption for labeling.

Appiication for exemption for manufac-
turing use.

Request to provide for certification of a
new antibiotic product.

Data to accompany or precede every ini-
tial request for certification of a batch
of an antibiotic drug

7 Request for check tests and assays or

certification of a batch of
(the blank to be filled in with the
name of the antiblotic drug).

8 Application for exemption for repack-

ing.

9 Request for supplemental certification of

a batch of an antiblotic drug.

10 Application for exemption for antibiotles

mixed in animal feeds.

o O BN =

PART 148—ANTIBIOTIC DRUGS;
PACKAGING AND LABELING RE-
QUIREMENTS

Sec.

148.1
148.2
1483
1484

[Reserved]

Packaging requirements.

Labeling requirements.

Labeling of antibiotic drugs intended
for export.

Antibiotic and antibiotic-containing
drugs intended for use in milk-pro-
ducing animals; labeling.
AvTHORITY: The provisions of this Part 148

{ssued under sec. 507, 59 Stat. 463, as

amended; 21 U.S.C. 857.

Cross Rererence: For other regulations in
this chapter concerning antibiotic drugs ex-
empted from certain labeling requirements,
see also § 1.107 of this chapter.

§ 148.1 [Reserved]
§ 148.2 Packaging requirements.

Each drug described in Parts 148a to
1487, inclusive, of this chapter shall be
packaged in immediate containers that
comply with the requirements described
in Parts 146a to 146e, inclusive, of this
chapter for the immediate containers
used to package the same dosage form
unless otherwise required for the drug
by specific regulations.

§ 148.3 Labeling requirements.

(a) If an antibiotic drug is packaged
for dispensing:

(1) It shall be labeled in accordance
with the requirements preseribed by
§ 1.106(b) of this chapter, issued under
section 502(f) of the act, unless the reg-
ulations pertaining to such drug specifi-
cally exempt it from such requirements.

(2) Its labeling shall bear any addi-
tional information required for the drug
by specific regulations.

*(3) Each package shall bear on its
outside wrapper or container and the im-
mediate container an expiration date
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prescribed for the drug by specific regu-
lations, except that the date may be used
that is 18, 24, 30, 36, 42, 48, 54, or 60
months after the month during which
the batch was certified if the person who
requests certification has submitted to
the Commissioner results of tests and as-
says showing that such drug as prepared
by him is stable for such period of time.
If the manufacturer or repacker of the
drug has been exempted from the certifi-
cation requirements, such date shall be
the number of months after the month
during which the bateh was last assayed
and released by the manufacturer or re-
packer. If an expiration date is used
that is longer than the minimum date
provided for the drug by specific regula-
tions, it may be used only if the manufac-
turer has submitted information to the
Commissioner adequate to prove that the
drug is stable for such time.

(b) If it is packaged solely for manu-
facturing use or for repacking, each
package shall bear on its outside wrapper
or container and the immediate con-
tainer, the following:

(1) The number of units or micro-
egrams of activity per milligram or per
gram, and the number of grams or kilo-
grams in the immediate container.

(2) The batch mark.

(3) The statement “Caution: Federal
law prohibits dispensing without pre-
seription.”

(4) The statement “For manufactur-
ing use,” “For repacking,” or “For manu-
facturing use or repacking,” and, if it is
not sterile, the statement “nonsterile.”

(5) The required expiration date.

(¢) The expiration date prescribed for
a drug by the regulations in this chapter
may be omitted from the label of the im-
mediate container if such container con-
tains a single dose and it is packaged in
an individual wrapper or container that
bears the date prescribed.

§ 148.4 Labeling of antibiotic drugs in-
tended for export.

(a) Antibiotic drugs subject to certi-
fication under section 507 of the act and
intended for export will be certified not-
withstanding failure to meet the labeling
requirements of the applicable sections
if the labeling used for such drugs meets
the following conditions:

(1) It has been approved before use by

the government authorities of the coun-.

try to which the drugs are intended for
export; and

(2) Such labeling represents that such
drugs are for use only in those conditions
for which they are certified for domestic
distribution.

(b) The legend “Caution: Federal law
prohibits dispensing without preserip-
tion” might be inappropriate on antibi-
otic drugs exported from the United

States, since their sale may or may not be
so restricted under the laws of the coun-
try of destination. The Food and Drug
Administration would not object to a
slight modification of the wording to
read, “Caution: Federal (US.A) law
prohibits dispensing without prescrip-
tion,” by a manufacturer who wishes to
market a drug under the same label both
in domestic and foreign commerce.

§ 148.5 Antibiotic and antibiotic-con.
taining drugs intended for use in
milk-producing animals; labeling.

Whenever the labeling of an antibiotic
drug included in the regulations in this
chapter suggests or recommends its use
in milk-producing animals, the label of
such drugs shall bear either the state-
ment “Warning: Not for use in animals
producing milk, since this use will result
in contamination of the milk” or the
statement “Warning: Milk taken from
treated animals within—hours after the
latest treatment must not be used for
food”, and the blank has been filled in
with the figure, which shall not be
greater than 96, that the Commissioner
has authorized the manufacturer of the
drug to use. The Commissioner shall
determine what such figure shall be from
information submitted by the manufac-
turer and which the Commissioner con-
siders is adequate to prove that period
of time after the latest treatment that
the milk from treated animals will con-
tain no residues from use of the prepa-
ration. If the use of the antibiotic drug
as recommended does not result in its
appearance in the milk neither of the
above warning statements is required.

5. All citations to § 148.4 in Parts 1482~
148w are changed to read “§ 146.2".

This revision and recodification of the
antibiotic regulations involved in this
order supersedes all prior amendments.

Although this document includes cer-
tain substantive amendments to existine
regulations, such amendments are _mndo
solely for the purpose of interpretation or
clarification of existing material and aré
not restrictive in nature. Therefore, I
find that notice and public procedure
and delayed effective date are nof neces-
sary prerequisites to the promulgation of
this order.

Effective date. This order shall be-
come effective on the date of its publica-
tion in the FEpERAL REGISTER.

(Sec. 507, 59 Stat, 463 as amended; 21 U 8.C.
357) j

Dated: November 18, 1964.

JounN L. HARVEY,
Deputy Commissioner
of Food and Drugs:

[FR. Doc. 64-11941; Filed, Nov. 20, 196%
8:49 am.]




