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th e C omm ission  on  th e basis o f th e fa cts  
sta ted  th erein  and  oth er in form a tion  
con ta in ed  in  th e officia l files  o f th e C om ­
mission  perta in in g thereto.

F or  th e Com m ission  (pu rsu ant to  dele ­
ga ted  a u th ority).

[S E A L ] O R V A L  L .  D U B O I S ,

Secretary .

[F .R . Doc. 64-11899; F i led, Nov . 20, 1964; 
8:45 a.m .]

[F i le  No . 1-4722]

T A ST EE FR EEZ  I N D U ST R I ES, I N C.

O r d e r  Su sp e n d in g  T r a d in g

N o v e mb e r  17,1964.

Th e com m on stock, 67 cents pa r va lu e, 
o f Ta s tee F reez Indu stries , Inc., b eing 
listed  and regis tered  on  th e A m erica n  
S tock  E xchange, pu rsuant to  provis ions 
o f th e Secu rities  E xch an ge A ct o f 1934; 
and

It  appea rin g to th e Secu rities  and  E x ­
ch ange C om m ission th a t th e su m m ary 
suspension o f tra d in g in  such secu rities  
on  such E xch an ge and otherw ise th an  
on  a  n a tion a l secu rities  exch an ge is  r e ­
qu ired in  th e pu b lic in terest and fo r  th e 
p rotection  o f investors ;

I t  is ordered, Pu rsu ant to  sections 15
(c ) (5 )  and  1 9 (a )(4 ) o f th e Secu rities  
E xch an ge A ct o f 1934, th a t tra d in g in  
such secu rities  on  th e A m erica n  S tock  
E xch an ge and  otherw ise th a n  on  a n a ­
tion a l secu rities  exch an ge b e su m m arily 
suspended, th is  order to  b e effective fo r  
th e period  N ovem b er 18, 1964 th rou gh  
N ovem b er 27, 1964, b oth  dates inclu sive.

B y th e C ommission.

[ s e a l ] O r v a l  L. D u B o i s ,
Secretary .

[F .R . Do c .-64-11900; F i led, Nov . 20, 1964;
8:45 a.m .]

SM A LL B U SIN ESS A D M IN ISTRA ­

TIO N
[De le gat ion o f  A ut ho ri t y  3 0 -I I I , Am dt . 4 ]

P H I LA D ELP H IA  R EG I O N A L A R EA

D e le g a t io n  o f  A u t h o r i t y  To  Co n d u ct  
P r o g r a m  A ct iv i t ie s

Pu rsu an t to th e au th ority delega ted to 
th e Region a l D irector b y D elega tion  o f 
A u th ority (R evis ion  9) 29 F .R . 11777, as 
am ended, 29 F.R . 12570,13354 and 14093; 
D elega tion  o f A u th ority N o. 3 0 - III, 29 
F .R . 13125, as amended, 29 F .R . 13415, 
13989 and 14556, is  h ereb y fu rth er 
am ended b y revis in g Item  I.L . to read  as 
fo llow s :

L . Th e fo llow in g au th ority is hereb y 
redelega ted  to  th e B ranch  M a n ager at 
N ew a rk, N .J.

1. To  app rove th e fo llow in g:
a. D irect loans n ot exceed ing $50,000.
b. Pa rticip a tion  loans n ot exceeding 

$150,000.
c. S im p lified  B an k Pa rticip a tion  loans 

n ot exceed ing $250,000.
d. S im p lified  E a rly M a tu rities  P a rtic i­

p a tion  loans n ot exceed ing $250,000.

e. D irect d isaster loans n ot exceed ing
$ 100,000.

f . Pa rticip a tion  disaster loans n ot ex ­
ceed ing $150,000.

2. T o  decline as follow s :
a. Business loans n ot exceed ing

$ 200,000.

b. D isa ster loans in  any amou nt.
3. T o  disburse u nsecu red disaster 

loans.
4. Item s  I.C . 6  th rou gh  11.
5. Item  I.C . 12— on ly th e au th ority fo r  

servicing, a dm in is tra tion  and collection , 
inclu ding sub items a. and b., b u t n ot c.

6 . T o  (a )  m a ke em ergency pu rchases 
ch a rgeab le to th e adm in is tra tive expense 
fu nd, n ot in  excess o f $25 in  any one 
ob ject class in  a n y one instance b u t n ot 
m ore th a n  $50 in  any one m on th  fo r  tota l 
pu rchases in  a ll ob ject classes; (b ) m ake 
pu rchases n ot in  excess o f $ 10  in  any one 
instance fo r  “on e- tim e use item s” n ot 
ca rried  in  stock su b ject to the tota l lim i­
ta tion s set fo rth  in  (a )  o f th is  p a ra ­
gra ph ; (c ) to con tract fo r  th e repa ir and  
m a in ten an ce o f equ ipm ent and fu rn ish ­
in gs in  an  am ou nt n ot to  exceed $25 in  
any one in stan ce; and  (d )  pu rcha se 
p rin tin g from  th e G en era l Services A d ­
m in is tra tion  w here cen tra lized  reprodu c­
tion  fa cilities  h ave been estab lished b y 
G S A .

7. Item  I.A . (s ize determ in a tions fo r  
fin a n cia l assistance o n ly ) .

8 . Item  I.B . (elig ib ility determ ination s 
fo r  fin a n cia l assistance o n ly )/

E ffective da te: N ovem b er 9, 1964.

Ed w a r d  N . R o s a , 
Regional D irector, 

Philadelphia Regional O ffice.

[F .R . Doc. 64-11919; F i led, Nov . 20, 1964;
8:46 a.m .]

D EPA RTM EN T  O F LA BO R
W a g e  a n d  H o u r  D iv isio n

CER T I FI CA T ES A U T H O R I Z I N G  EM ­

P LO Y M EN T  O F  LEA R N ER S A T  SP E­

C I A L M I N I M U M  R A T ES

N otice is hereb y given  th a t pu rsuant 
to section  14 o f th e F a ir  La b or S tandards 
A ct o f 1938 (52 S ta t. 1060, as amended, 
29 U .S .C . 201 et s eq .), and Adm in is tra tive 
O rd er N o. 579 (28 F.R. 11524) th e firm s 
lis ted in  th is  n otice h ave been issued spe­
cia l certifica tes au th orizing th e em p loy­
m en t o f lea rn ers  a t h ou rly w a ge rates  
low er th an  th e m in im u m  w age ra tes 
oth erw ise applica b le u nder section  6  o f 
th e act. Th e effective and exp ira tion  
dates, occu pations, w age rates, nu m b er 
or p roportion  o f learners  and lea rn in g 
periods, fo r  certifica tes issued u nder gen ­
era l lea rn er regu la tions (29 C F R  522.1 
to  522.9), and th e p rin cip a l produ ct 
m an u factu red  b y th e em p loyer a re as 
in d ica ted  b elow. C onditions p rovided  
in  certifica tes  issued u nder th e su pple­
m en ta l indu stry regu la tions cited  in  th e 
captions  b elow  are as estab lished in  
those regu lations.

Ap p a rel In du stry Lea rn er Regu la tions 
(29 C F R  522.1 to  522.9, as am ended, and 
29 C F R  522.20 to 522.25, as a m en d ed ).

Th e fo llow in g lea rn er certifica tes  w ere 
issued au th orizing th e em ploym en t o f

10  percen t o f th e tota l nu m b er o f fa ctory 
produ ction  w orkers  fo r  norm a l labor 
tu rn over pu rposes. Th e effective and ex ­
p ira tion  dates  a re ind icated.

T he  A rro w  Com pany , a div ision o f  Cluett , 
Peabody  & Co., Inc ., Carbo n  H ill, Pa.; e f fe c ­

t iv e  10-15-64 to  10-14-65 (bo y s’ sh i r t s ).
M ichae l Berkowit z  Co., Inc ., Bart on M i l l  

R oad, Un io nt o w n, Pa.; ef fect ive 11-4-64 to 
11-3-65 (m e n ’s, ladies’ and children’s 
p a jam a s).

Blue  R idge  M anufac ture rs, Inc ., Christ ians- 
burg , Va.; ef fect ive 10-31-64 to  10-30-65 
(m e n ’s and  boy s’ denim  j e a n s ) .

Blue  R idge  Sh irt  M anufac t uring  Co., B o x  

801, Faye t te v i lle , T enn.; ef fect ive 10-31-64 t o  

10-30-65 (m e n ’s and  boy s’ spo rt  sh i r t s ).
J. H. Bonck  Co., Inc ., 1100 South Je f f e rso n  

Dav is Parkway , N e w  Orleans, La.; e f fe c t iv e  

10-31-64 to  10-30-65 (m e n ’s sport  s h i r t s ) .

Carbo ndale  Ch i ldre n ’s Dress Co., 30 7th  

Avenue , Carbondale , Pa.; effect ive 11-1-64 t o  

10-31-65 (c h i ld re n ’s and g irls’ dresses an d  

p lay su i t s ).
T he  Carthage  Corp., Carthage , Miss.; e f fe c ­

t iv e 11-1-64 t o  10-31-65 (m e n ’s and bo y s ’ 

p an t s).
Cowden M anufac t uring  Co., 124 A p p e rso n  

Heights, M o unt  Sterling , K y .; effect ive 10- 
23-64 t o  10-22-65 (m e n ’s denim  work sh i rt s  

and c o at s ).
Cry stal Springs Sh irt  Corp., C ry st a l  

Springs, Miss.; effect ive 10-21-64 to  10-20-65 

(bo y s’ sh i rt s).
Dant an  Co., Inc ., R ank in  Street , D um as,  

Ark.; effect iv e 10-18-64 to  10-17-65 ( l a d i e s ’ 

spo rt swear-slim  jim s, jam aicas, e t c .).
Eureka Pan t s M anufac t uring  Co., Madison 

Street , She lby v i lle , T enn.; effective 10-27-64 

t o  10-26-65 (w o rk  pants, wo rk  sh irt s).
F ly  M anufac t uring  Co., 204 South M a i n  

Street , She lby v i lle , T enn.; effective 10-27-64 
t o  10-26-65 (w o rk  pants, overalls, d u n ­

garees and jac k e t s ).
F o rm -O -Ut h  Brassiere  Co., d.b.a. M arie  

Fo undat io ns Branch, Pam pa, Tex.; e f fe c t iv e  

10-14-64 t o  10-13-65 (w o m e n ’s brassieres an d  

g i rd le s).
F re e land Shirt  Co., 1015 Dewey  St re e t , 

Free land, Pa.; effect ive 11-4-64 to  11-3-65 
(m e n ’s and ch i ldren ’s jackets and v e s t s ).

Gibso n  Garm ent  Co., Inc ., Gibson, Ga.; 

effect ive 10-31-64 to  10-30-65 (boy s’ and 

m en’s t ro use rs).
H arrisburg  Ch i ldre n ’s Dress Co., 1380 

Ho w ard Street , H arrisburg, Pa.; effect ive 10- 
26-64 to  10-25-65 (chi ldre n 's and g i r l s ’ 

dresses an d  p lay su i t s ).
Heav y  Dut y  M anufac t uring  Co., G a in e s - 

boro , T enn.; e f fe c t iv e . 10-28-64 to  10-27-65 

(m e n ’s and  bo y s’ sport  sh i r t s ) .
Joy ner-F ie lds, Inc ., Sherm an, Miss.; e f fe c ­

t iv e  10-15-64 to  10-14-65 (m e n ’s and bo y s’ 

sport  sh i r t s ) .
K ey  W o rk  Clo thes, Inc ., Fo rt  Scott , Kansas; 

effect iv e 10-31-64 to  10-30-65 (m en ’s and 
boy s’ b ib  overalls, wo rk  jackets, cov eralls).

K ey  Wo rk  Clo thes o f  Missouri, Nevada, M o .; 

effect ive 11-1-64 to  10-31-65 (m en ’s w ork 

pants, wo rk  sh i r t s ) .
L ansfo rd  A ppare l Co., West  Pa tterson  

Street , Lansfo rd , Pa.; effective 1 0 -3 1 -6 4  t o  

10-30-65 (c h i ld re n ’s dresses).
Luv e m e  Slacks Corp., Luverne , Ala.; effec ­

t iv e  10-19-64 to  10-J.8-65 (m e n ’s cotton  an a  

synthet ic  s lac ks). ,
M c Pe nn M anufac t uring  Co., W a s h in gto 

and W a ln ut  Streets, Nant icoke , Pa.; e f fe c t iv e  

10-25-64 to  10-24-65 (m e n ’s and b oys ’ spo rt  

sh i r t s ) .
Sam ue l Me lt z e r d.b.a. T he  L iberty  o.. 

R oy alt y  M anufac t uring  Co., Inc ., East  F jo  

Street , Dyer, T enn.; effect ive 10-22-64 

10-21-65 (m e n ’s and boy s’ pajam as).
Charles Meyers & Co., F irst  and Harrison 

Streets, BeUev ille , 1 1 1 .; effective 11-1-64 w
10-31-65 (m e n ’s t rousers-sem i-dress slacks).

Ne w po rt  News Ch i ldren ’s Dress Co., 
39th Street , Ne wpo rt  News, Va.; effectiv 
10-12-64 t o  10-11-65 (ch i ldre n and gins 

dresses and  p lay su i t s ).
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Penn Childrens Dress Co., 831 Lac k aw anna  
Avenue, May f ie ld, Pa.; ef fect ive 10-26-64 t o  
10-25-65 (c h i ld re n ’s and  g irls’ dresses and  
play suits).

Press Dress and  Un i f o rm  Co., H um m e ls- 
town, Pa.; effect ive 10-29-64 t o  10-28-65  
(m aids’ and nurses’ uni fo rm s an d  co t ton  

dresses).
Qualit y  Sewn Products, Inc ., Post  Office 

Box 126, Royston, Ga.; effect ive 10-15-64 to
10- 14-65 (m e n ’s sport  shirts, ladie s’ b lo use s).

S & S M anufac t uring  Co., Inc ., 200 We st
Main Street , Spart anburg , S.C.; effect ive
11- 1-64 to  10-31-65 (lad ie s’ and ch i ldren ’s 
blo uses).

She lburne Sh irt  Co., Inc ., 69 A lde n  Street , 
Pall R iver, Mass.; effect iv e 11-1-64 to  
10-31-65 (m e n ’s dress sh i r t s ) .

Smith & Com pany , 102 We st  K askaskia, 
Paola, Kans.; effect ive 10-12-64 to  10-11-65  
(robes and lo un g e w e ar).

Sparta Garm ent  Co., Inc ., Sparta, Ga.; e f ­
fective 10-31-64 to  10-30-65 (bo y s’ and m e n ’s 
t rousers).

Warner Bro the rs Com pany , P o st  Office Box  
682, Aiken, S.C.; effect iv e 10-20-64 to  10-19- 
65 (corsets and brassie re s),

Washington Ov erall M anufac t uring  Co., 
South Court  Street , Sco ttsv ille , K y .; effect ive  

10-26-64 to  10-25-65 (m e n ’s an d  boy s’ 
trousers).

We ldon Manufac turing_Co . o f  Pennsy lv ania, 
1307 Park Avenue , W i lliam spo rt , Pa.; effect ive  
10-29-64 to  10-28-65 (m e n ’s, wo m en’s, boys’ 
pajam as),

Wilgree M anufac t uring  Co., No rt h  Harney  

Street, Cam illa, Ga.; ef fect ive 10-21-64 to  
10-20-65 (m e n ’s spo rt  and dress sh i r t s ) .

The follow in g lea rn er certifica tes w ere 
issued fo r  n orm a l la b or tu rn over p u r ­
poses. Th e effective and exp ira tion  dates 
and the nu m ber o f lea rn ers  au thorized 
are indicated.

Anderson Bro thers Conso lidated Co ’s., Inc ., 
Floyd and H igh Streets, Danv i lle , Va.; ef fec ­
tive 10-31-64 to  10-30-65; 10 le arners (m e n ’s 
work c lo t he s).

Athens Garm ent  Co., 208 No rth  M ario n  
Street, Athens, Ala.; ef fect ive 10-24-64 to  10- 
23-65; 10 learners (w o rk  sh i r t s ) .

Burgaw M anufac t uring  Co., Burgaw , N.C.; 
effective 10-12-64 to  10-11-65; 10 learners 
(women’s dre sse s).

C & M  Sport swear M anufac t uring  Corp., 
Meshoppen, Pa.; ef fect ive 10-14-64 to  10-13- 
65; 10 learners. Learners m ay  no t  be  em ­
ployed at special m in im um  wage  rates in  the  
production o f jacke ts o f  sui t  ty pe  const ruc ­
tion (g irls’ jackets, m e n ’s ski jac k e t s ).

Boonv ille M anufac t uring  Corp., 302-316 
North Second Street , Boonv ille , Ind.; effec ­
tive 11-1-64 t o  10-31-65; 10 le arners (m e n ’s 
woven p a jam as).

Dunmore Sew ing Co., 105 Corner Street , 
Dunmore, Pa.; effect ive 10-29-64 to  10-28-65; 
5 learners (ch i ldre n ’s dresses).

G ood - I-K in  Sport swear Corp., 331 M ain  
btreet, Lilly , p a .; ef fect ive 10-14-64 to  10-13- 
Ç5; 10 learners (c h i ld re n ’s skirts, blo uses and  
jum pers ).

E ileen Hope, Inc ., 209 M arke t  Street , H ali ­
fax, p a.; effect ive 10-19-64 to  10-18-65; 10 
learners (wom e n’s dre sse s).

Lacy M anufac t uring  Co., Inc ., 901 A de le  
wreet, Mart insv i lle , Va.; effect iv e 10-16-64  

10-15-65; 5 learners in  the  produc t ion o f  
uterwear jackets (m e n ’s and bo y s’ out e r ­

wear jackets).

l Clo thing M anufac t uring  Co., Inc .,
East  M ain  Street— 118-122 Broadway , 

10 i Ind-’ effective 10-19-64 to  10-18-65;
. learuers (insulat e d garm ents, jackets, 

uniforms, e t c .).

Foundat ions, Inc ., 185 East  Seneca 
l ^ ^ O s w e g O ’ N.Y .; effect ive 11-1-64 to  

i -65; lo  learners (g i rd le s and  co rse t s). 
Aio?a «oke M anufac t uring  Co., Anniston, 
erf  ; ®ffective 10-i a -6 4  t o  10-11-65; 10 le arn - 

(m en’s sport  sh i rt s).
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W . E. St ephens M anufac t uring  Co., Inc ., 
Carthage , T enn.; effect ive 10-14-64 to  10-13- 
65; 10 le arners (m e n ’s and bo y s’ d un g are e s).

Wash ing t o n  Garm e nt  Co., Inc ., W ash in g ­
t on, N.C.; ef fect iv e 10-24-64 t o  10-23-65; 10 
learners (c h i ld re n ’s d re sse s).

Th e follow in g lea rn er certifica tes  w ere 
issued fo r  p la n t expans ion  purposes. 
Th e effective and exp ira tion  dates and 
the nu m b er o f learners  a re ind icated.

Michae l Berkow it z  Co., Inc ., R out e  No. 2, 
Way nesburg , Pa.; effect iv e 10-15-64 to  4 - 
14-65; 15 le arners (lad ie s’ and  m e n ’s
p a jam a s ).

Blue  Be ll, Inc ., Hom er, Ga.; ef fect ive 10- 
14-64 to  4-13-65; 25 learners (d un g are e s ).

Burg aw  M anufac t uring  Co., Burgaw , N.C.; 
effect ive 10-20-64 to  4-19-65; 65 le arners 
(w o m e n ’s co t ton d re sse s).

Co llinwo o d M anufac t uring  Co., d o l l in - 
wood, T enn.; effect ive 10-19-64 to  4-18-65; 
50 learners (w o m e n ’s washable  co t ton serv ice  
un i f o rm s).

T he  Dan  t an Co., Inc ., R ank in  Street , D u ­
m as, Ark .; ef fect ive 10-23-64 to  4-22-65; 35 
le arners (lad ie s’ spo rt swear-slim  jeans, 
jam  ai  cas, e t c .).

F o rm -O -Ut h  Brassiere  Co., d.b.a. M arie  
Fo undat io ns Branch, Pam pa, T ex.; effect ive  
10-14-64 to  4-13-65; 45 le arners (w o m e n ’s 
brassieres and g i rd le s ) .

H. D. Lee  Co., Inc ., Jasper, Ga.; effect ive 
10-15-64 to  4-14-65; 75 learners (m e n ’s casual 
p a n t s ) .

Oswego  Foundat ions, Inc ., 185 East  Seneca 
Street , Oswego, N.Y .; ef fect ive 10-26-64 to  
4-25-65; 15 le arners (w o m e n ’s g irdle s and  
c o rse t s).

T racy  Cit y  M anufac t urin g  Co., T rac y  City , 
T enn.; ef fect ive 10-16-64 to  4-15-65; 100 
le arners (m e n ’s and  boy s’ spo rt  sh i r t s ) .

W arne r Bro the rs Co., Po st  Office Bo x  682, 
Aiken, S.C.; effect ive 10-20-64 to  4-19-65; 
30 learners (corsets and  brassie re s).

Wash ing t o n  Garm ent  Co., 2020 M ain  St ree t  
Extension, Wash ingt o n, Pa.; ef fect ive 10-24— 
64 to  4-23-65; 80 le arners. Learners m ay  
no t  be em ploy ed at  spec ial m in im um  wages 
in  the  produc t ion o f  sk irt s (lad ie s’ sport s ­
wear pants and sh o rt s ).

G love In du stry Lea rn er Regu la tions 
(29 C P R  522.1 to 522.9, as am ended, and 
29 C F R  522.60 to 522.65, as a m en d ed ).

Go o d Luc k  Glo v e  Co., Carbondale , 111.; 
effect ive 10-30-64 t o  10-29-65; 10 percent  o f  
the  t o t al num be r o f  m achine  st i t chers fo r  
no rm al labo r t urnov e r purposes (co t t on, 
je rsey  and leathe r c o m bin at io n ).

Grane t  Glov e  Corp., Bo x  188, South R o y al- 
ton, Vt .; ef fect ive 10-15-64 to  10-14-65; 5 
le arners fo r no rm al labo r turnov e r purposes 
(w o rk  g lo v e s ).

R ic hm o nd Glo v e  Corp., 601 No rt h  D  
Street , R ichm ond, Ind.; ef fect ive 10-10-64  
to  4 -9-65; 10 le arners fo r p lan t  expansion  
purposes (w o rk  g lo v e s).

R ic hm o nd Glo v e  Corp., 601 No rt h  D  
Street , R ichm ond, Ind.; effect iv e 10-10-64  

to  10-9-65; 10 percent  o f  the  t o t al num be r  
o f  m achine  st it chers fo r no rm al labo r t urn ­
over purposes (w o rk  g lo v e s).

H osiery In du stry Lea rn er Regu la tions 
(29 C F R  522.1 to 522.9, as amended, and 
29 C F R  522.40 to 522.43, as a m en d ed ).

Beav er Hosiery  Co., Hickory , N.C.; ef fec ­
t iv e  10—23-64 to  10-22-65; 5 le arners fo r  
no rm al labo r t urnov e r purposes (se am le ss).

Burl in g t o n  Balf o ur M ills, Po st  Office Box  
610, Asheboro , N.C.; effect ive 10-19-64 to  10- 
18-65; 5 pe rcent  o f  the  to tal num be r o f  
fac t o ry  pro duc t ion workers fo r  no rm al labo r  
turnov e r purposes (se am le ss).

Danv i lle  K n i t t in g  M ills, Inc ., Danv i lle , Va.; 
effect ive 10-15-64 t o  10-14-65; 5 percent  o f  
the  t o tal num be r o f  fac t o ry  produc t ion  
workers few no rm al labo r turnov e r purposes 
(se am le ss).

C. D. Jessup & Co., Clarem ont , N.C.; effec ­
t iv e  10-15-64 to  10-14-65; 5 le arners fo r  
no rm al labo r turnov e r purposes (se am le ss).

Un io n  M anufac t urin g  Co., 500 Sibley  A v e ­
nue , Un io n  Po int , Ga.; ef fect ive 10-21-64 to
10- 20-65; 5 pe rcent  o f  the  t o tal num be r o f  
fac to ry  pro duc t ion workers fo r no rm al labo r  
turnov e r purposes (se am le ss).

Way ne  K n i t t ing  M ills, Hum bo ldt , T enn.; 
effect ive 10—24—64 to  10—23—65; 5 pe rcent  o f  
the  t o t al num be r o f  fac t o ry  produc t ion  
workers fo r no rm al labo r turnov e r purposes 
(fu l l-fash io n e d , se am le ss).

W y at t  K n i t t in g  Co., 1006 Go ldsbo ro  Av e ­
nue , Sanfo rd, N.C.; ef fect ive 11-1-64 to 10- 
31-65; 5 le arners fo r no rm al labo r turnov e r  
purposes (ful l-fash io n e d , seam less).

K n itted  W ea r  In d u s try Lea rn er R egu ­
la tions (29 C F R  522.1 to 522.9, as am end ­
ed, and 29 C F R  522.30 to 522.35, as 
a m en d ed ).

Boonv i lle  M anufac t uring  Corp., 302-316 
No rt h  Second St reet , Boonv ille , Ind.; effect ive
11- 1-64 to  10-31-65; 5 le arners fo r no rm al 
labo r turnov e r purposes in  the  m anufac t ure  
o f  m e n ’s wov en unde rwear (m e n ’s woven  
un d e rw e ar ).

Lacy  M anufac t uring  Co., Inc ., 901 Ade le  
Street , Mart insv i lle , Va.; effect ive 10-16-64  
to  10-15-65; 10 learners fo r  no rm al labo r  
turnov e r purposes (m e n ’s an d  boy s’ sw im  
t ru n k s ) .

Lacy  M anufac t uring  Co., Inc ., 901 Ade le  

Street , Mart insv i lle , Va.; effect iv e 10-16-64  
t o  4-15-65; 10 le arners fo r p lan t  expansion  
purposes (m e n ’s an d  boy s’ sw im  t ru n k s ) .

R ockwe ll M anufac t urin g  Corp., St . Paul, 
Va.; effect ive 10-23-64 to  10-22-65; 5 percent  
o f  the  t o t al num be r o f  fac t o ry  product ion  
workers fo r no rm al labo r turnov e r purposes 
(lad ie s’ sleepwear, ling e rie ).

She rm an Unde rw e ar M ills, Inc ., Hawley , 
Pa.; effective 10-23-64 to  10-22-65; 5 pe rcent  
o f  the  t o t al num be r o f  fac t o ry  produc t ion  
workers fo r  no rm al labo r t urnov e r purposes 
(lad ie s’ and  ch i ldren ’s p an t i e s ) .

Th e follow in g stu den t-w orker certifi­
ca te w as issued pu rsu ant to th e regu la ­
tions applica b le to th e em p loym en t o f 
stu dent-w orkers  (29 C F R  527.1 to 527.9). 
Th e effective and exp ira tion  dates, oc ­
cu pations, w age rates, nu m b er o f stu ­
den t-w orkers , and  lea rn in g periods fo r  
th e certifica tes  issued u nder P a rt 527 are 
as in dica ted  b elow .

A t lant ic  Un io n  Co llege , M ain  Street , South  
Lancaster, Mass.; effect ive 10-13-64 to  8 -31 - 
65; aut ho riz ing  the  em plo y m ent  o f : (1 ) 15 
stude nt -wo rke rs in  the  prin t ing  indust ry  
in  the  o ccupat ions o f  com positor, pressm an  

and  re lat ed sk i lled and  sem iskilled occupa­
t ions fo r  a le arn ing  pe riod o f  1000 ho urs at  
the  rat es o f  $1.10 an  ho ur f o r  the  first  500 
hours and  $1.15 an  ho ur fo r the  rem ain ing  
500 hours; (2 ) 35 stude nt -wo rke rs in  the  
bo o kbinding  indust ry  in  the  occupat ions o f  
bookbinder, binde ry  workers, and  re lat ed  

sk i lled and  sem isk i lled occupat ions fo r  a 
le arn ing  pe riod o f  600 ho urs at  the  rates o f  
$1.10 an  ho ur fo r  the  first  300 hours and  
$1.15 an ho ur fo r  the  rem ain ing  300 hours; 
and (3 ) 40 stude nt -wo rke rs in the  broom  

m anufac t uring  indust ry  in the  occupat ions 
o f  broom  m aker, st it cher, sorter, w inder, and  
re lat ed sk i lled and  sem iskilled occupat ions 
f o r  a le arn ing  pe riod o f  360 ho urs at  the  
rat es o f  $1.10 an ho ur fo r the  fi rst  180 hours 
and $1.15 an  ho ur fo r the  rem ain ing  180 
hours.

Th e s tu dent-w orker certifica te was 
issued u pon th e app lican t’s rep resen ta ­
tions and su pporting m a teria l fu lfillin g 
th e^ ta tu tory requ irem ents fo r  th e issu ­
ance o f such certifica tes, as in terp reted  
and applied b y P a r t 527.
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E ach  lea rn er certifica te has b een  is ­
su ed u pon th e representations  o f th e em ­
p loyer w hich , am ong oth er th ings, w ere 
th a t em p loym en t o f lea rners  a t special 
m in im u m  ra tes  is  necessary in  order to 
p reven t cu rta ilm en t o f opportu nities  fo r  
em ploym ent, and th a t experienced w ork ­
ers fo r  th e lea rn er occu pations a re n ot 
ava ila b le. A n y person a ggrieved  b y th e 
issuance o f any o f these certifica tes m ay 
seek a  review  or  recon sidera tion  th ereof 
w ith in  fifteen  days a fter  pu b lica tion  o f 
th is  n otice in  th e F e d e r a l  R e g i s t e r  pu r ­
su ant to th e provis ions o f 29 C F R  522.9. 
Th e certifica tes  m a y b e annu lled or w ith ­
draw n, as in dica ted  therein , in  th e m a n ­
n er p rovided  in  29 C FR, P a r t 528.

S ign ed  a t W ash in gton , D .C ., th is  6 th  
d a y o f N ovem b er 1964.

R o b e r t  G . G r o n e w a l d , 
A uthorized Representative  

of the A dminis trator.

[F .R . Doc. 64-11904; F i le d, Nov . 20, 1964;
8 :4 5  a m . ]

IN T ER ST A T E CO M M ERCE 
CO M M ISSIO N

[R e v . S. O. 562, T ay lo r’s I.C.C. Order 176]

M I D LA N D  V A LLEY  R A I LR O A D  C O .

R e r o u t in g  o r  D iv e rsio n  o f  T ra f f ic

In  th e opin ion  o f C ha rles  W . Ta ylor, 
Agen t, th e M id la n d  V a lley R a ilroa d  Co., 
due to  b ridge dam age n ea r Arkansas 
C ity, Kans., is u nab le to  tran sp ort tra ffic 
rou ted  over its  lines.

I t  is ordered, Th a t:
(a )  Rerou tin g tra ffic: Th e M id la n d  

V a lley R a ilroa d  Co. and its  connections, 
b ein g u nab le to tra n sport tra ffic in  a c ­
cordance w ith  sh ippers rou tin g because 
o f b ridge dam age, n ea r Arkansas C ity, 
Ka ns., is hereb y au thorized to  d ivert or 
rerou te such tra ffic m ovin g over its  lin e 
over any ava ila b le rou te to expedite the 
m ovem en t, regardless  o f th e rou tin g 
show n on  the w ayb ill. Th e  b illin g 
coverin g a ll such cars  rerou ted sha ll 
ca rry a  referen ce to th is  order as au ­
th or ity fo r  th e rerou ting.

(b ) C on cu rrence o f receivin g roads to 
be ob ta in ed : Th e  ra ilroa d  desirin g to  
d ivert or rerou te tra ffic u nder th is  order 
sh a ll con fer w ith  th e p roper tra n spor ­
ta tion  officer o f th e ra ilroa d  or  ra ilroa ds  
to  w h ich  such tra ffic is to be d iverted  or 
rerou ted, and sha ll received  th e concu r ­
rence o f such oth er ra ilroa ds b efore the 
rerou tin g or d iversion  is  ordered.

(c )  N otifica tion  to sh ippers : Th e 
ca rrier rerou tin g cars  in  accordance w ith  
th is  order sh a ll n otify each  sh ipper a t 
th e tim e each ca r is d iverted  or rerou ted 
and sha ll fu rn ish  to such sh ipper the 
new  rou tin g p rovided  u nder th is  order.

(d ) Ina sm u ch  as th e diversion  or re ­
rou tin g o f tra ffic b y sa id A gen t is  deemed 
to  be due to ca rr ier ’s d isab ility, th e rates 
applicab le to tra ffic d iverted  or rerou ted  
b y sa id  A gen t sha ll be the rates  w h ich  
w ere app licab le a t the tim e o f sh ipm ent 
on  th e sh ipments as orig in a lly rou ted.

(e ) In  execu tin g the directions o f the 
C om m ission and o f such A gen t p rovided  
fo r  in  th is  order, th e com m on ca rriers  in ­
volved  sha ll proceed even thou gh no con ­

tracts , agreem ents, or a rrangem ents  now  
exist b etw een th em  w ith  referen ce to 
th e divis ions o f th e ra tes o f tra n sporta ­
tion  applica b le to  such tra ffic; d ivis ions 
sha ll be, du ring th e tim e th is  order re ­
m a in s in  force, those volu n ta rily agreed  
u pon b y and b etw een  sa id  ca rriers ; or 
u pon fa ilu re o f th e ca rriers  to  so agree, 
sa id  divis ions  sha ll be thèse h erea fter  
fixed  b y the C om m ission  in  accordance 
w ith  p ertin en t au th ority con ferred  u pon 
it b y th e In ters ta te C om m erce Act.

( f )  -E ffective d a te: Th is  order sha ll 
b ecom e effective a t 10:00 a.m., N ovem ­
b er 17, 1964.

(g )  E xp ira tion  d a te: Th is  order sha ll 
exp ire a t 11:59 p.m., D ecem b er 17, 1964, 
unless otherw ise m odified, changed, sus­
pended or annu lled.

I t  is fu rthe r ordered, Th a t th is  order 
sha ll be served  u pon th e Associa tion  o f 
Am erica n  Ra ilroads , C a r S ervice D ivi­
sion, as a gen t o f a ll ra ilroa ds  su bscrib ing 
to  th e ca r service and p er d iem  a gree ­
m en t u nder th e term s o f th a t a greem ent 
and  b y filin g  it w ith  th e D irector, D ivi­
s ion  o f th e Fed era l Regis ter.

Issu ed a t W ash in gton , D .C . N ovem ­
b er 17, 1964.

I n t e r s t a t e  C o m m e r c e  

C o m m i s s i o n ,
[ s e a l ]  C h a r l e s  W .  T a y l o r ,

A gent.

[F .R . Doc. 64-11913; F i le d, Nov . 20, 1964;
8:46 a.m .]

[N o t i c e  1 0 8 0 ]

M O T O R  CA R R I ER  T R A N SFER  
P R O CEED I N G S

N o v e m b e r  18,1964.

Synopses o f orders  en tered  pu rsuant to 
section  212(b ) o f the In ters ta te C om ­
m erce Act, and ru les  and regu la tions p re ­
scribed thereu nder (49 C F R  P a rt 179), 
appea r b elow :

As  p rovided  in  th e C om m ission ’s spe­
cia l ru les o f p ra ctice a n y in terested  
person m ay file a  petition  seeking recon ­
s idera tion  o f th e fo llow in g nu m b ered 
proceedings w ith in  2 0  days from  th e date 
o f pu b lica tion  o f th is  notice. Pu rsu an t 
to  section  17(8) o f th e In ters ta te C om ­
m erce Act, th e filin g  o f such a  p etition  
w ill postpone th e effective da te o f th e 
order ha th a t p roceed in g pen ding its  d is ­
position . Th e m a tters  relied  u pon b y 
petitioners  mu st b e specified in  th eir 
petitions w ith  pa rticu la rity.

N o. M C - F C  67239. B y order o f N o ­
vem b er 13,1964, th e Tra n s fer  B oa rd  ap ­
p roved  th e tra n s fer to  L . F . B erry, E a s ­
ton , M d., o f a  p ortion  o f th e opera tin g 
righ ts  issued b y th e Com mission  Au gu st 
24, 1964, u nder C ertifica te N o. M C  
29969, to R ex  “N ” D on  V a n  Lines, In c., 
C harleston , 111., au th orizin g th e tra n s ­
porta tion , over irregu la r routes, o f 
hou sehold goods, as defin ed  by th e C om ­
mission, b etw een poin ts  in  M a con  C ou n ­
ty, 111., on  th e one hand, and, on  th e 
other, poin ts  in  Illin ois , In d ian a , Iow a , 
Ken tu cky, M ich igan , M issou ri, O h io, 
Tennessee, and  W iscons in ; b etw een 
points  in  C lark, Coles, C u m berland, 
D ouglas, E dga r, M ou ltrie, and S helb y 
Counties , 111., on  th e one hand, and, on  
th e other, points  in  Arkansas, In d ian a , 
Kansas, Ken tu cky, M issou ri, O klahom a,

and  Texa s . H a rry C . Am es , Jr., 529 
Tran sporta tion  B u ild ing, W ashington, 
D .C., 20006, a ttorn ey fo r  applicants.

N o. M C -FC -67329. B y order o f N o­
vem b er 16, 1964, th e Tra n s fer  B oard ap­
p roved  th e tra n s fer to  M oritz O . G oche-  
nou r, doin g business as G ochenou r Bus 
Service, W oodstock, Va ., o f C ertificate 
in  N o. M C  116234, issued June 6 , 1957, 
in  th e n am e o f A ls ton  R ich a rd  La  Fol-  
lette, doin g business as L . & M . Trans ­
porta tion  Service, W in ch es ter, Va., au ­
th orizin g th e tra n sporta tion  o f passen­
gers  and th eir  b aggage, and express and 
new spapers in  th e sam e veh icle with 
passengers, over regu la r rou tes, between 
W inch es ter, Va ., and  C ha rles  Tow n, W . 
Va., servin g a ll in term ed ia te points ex ­
cep t poin ts  on  U .S. H igh w a y 11; and be­
tw een  C ha rles  Tow n , W . Va., and junc­
tion  U .S. H igh w a y 340 and p riva te road 
ow ned b y th e C ha rles  Tow n  Tu r f Club 
(fo rm erly th e C ha rles  Tow n  Jockey Club, 
In c . ) , du rin g th e au thorized  racing sea­
son o f th e C ha rles  Tow n  R a ce Track, 
W . Va ., servin g n o in term ed ia te points. 
L in w ood  C . M a jor, Jr., 2001 Massachu ­
setts  Aven u e N W ., W ashington, D.C., 
20036, a ttorn ey fo r  applicants.

N o. M C - F C  67347. B y order of No­
vem b er 17, 1964, th e Tra n s fer  Board 
approved th e tra n s fer and substitution 
o f Lou is  L . G rim m , In c., as applicant in 
th e pen d in g “gra n d fa th er- p roviso” pro­
ceeding, N o. M C  54826 Sub  1, in  lieu  of 
Lou is  L . G rim m , seeking a  Certificate 
o f Regis tra tion  u nder th e provisions of 
section  2 0 6 (a )(7 ) o f th e Act, covering 
th e tra n sporta tion  o f pro pe rt y  between 
poin ts  in  Pen n sylvan ia . Edw ard M. 
La rk in , 2508 G ra n t B u ild in g, Pittsburgh, 
Pa ., a ttorn ey fo r  applicants.

[ s e a l ]  H a r o l d  D . M c C o y ,

Secretary.

[F .R . Doc. 64-11915; F i led, Nov . 20, 1964;

8:46 a.m .]

FO U R T H  SECT I O N  A P P LI CA T I O N  

FO R  R ELIEF

N o v e mb e r  18,1964.

Protes ts  to th e gra n tin g o f an applica ­
tion  mu st b e prepa red in  accordance with 
Ru le 1.40 o f th e gen era l ru les of prac­
tice (49 C F R  1.40) and filed  within 15 
days from  th e da te o f pu b lication  of this 
n otice in  th e F e d e r a l  R e g i s t e r .

A g g r e g a t e - o f - I n t e r m e d i a t e s

F S A  N o. 39407: Liquid  caustic soda 
from  P o rt Neches, Tex. F iled  by Texas- 
Lou is iana  F reigh t B u reau , agent (No. 
522), fo r  in terested  ra il carriers. Rates 
on  liqu id  cau stic soda, in  tank carloads, 
from  P ort Neches, Tex., to D allas, Fort 
W orth  and Sherm an , Tex .

G rou nds fo r  re lie f: M ain tenance of de­
pressed ra tes pub lished to m eet intrastate 
com petition  w ith ou t use o f such rates as 
fa ctors  in  cons tru cting combination 

Tâtes
T a r iff:  Su pplem ent 21 to Texas-Lou isi­

a na  F reigh t B u reau , agent, ta riff I.C L . 

998.

B y th e Commission.

■ [ s e a l ]  H a r o l d  D . M c C o y ,
Secretary.

[F .R . Doc. 64-11914; Fi led, Nov . 20, 1964, 
8:46 à.m .]



Saturday, November 21, 1964 FED ER A L R EG IST ER 15669

C U M U LA T IV E C O D I F I C A T I O N  G U ID E— N O V EM B ER

T h e  f o l lo w in g  n u m e r ica l  g u id e  is a  l ist  o f  t h e  p a r t s o f  e a ch  t it le  o f  t h e  Co d e  o f  
Fe d e r a l  R e g u la t io n s a f f e ct e d  b y  d o cu m e n t s p u b l ish e d  to  d a t e  d u r in g  N o v e m b e r .

3  CFR
P r o c l a m a t i o n :

3298___________ _____
3626 ___ 4_________
3627 ______________
3628 _____________ _
3629 __________ _

Ex e c u t i v e  O r d e r s :
9988 (see E O  11188) 
10292 (see E O  11188). 
10363 (see E O  11188). 
10650 (see E O  11188). 
10659 (see E O  11188). 
10714 (see E O  11188) 
10809 (see E O  11188). 
10837 (see E O  11188). 
10984 (see E O  11188). 
11098 (see E O  11188). 
11188_ _____________

5 CFR

213___ 15115,15195, 15251, 15407,
732.
890______________________________

7  CFR

46____________________ __________
52- -- - - - - - - - - - - - - - - - - - - - -  15356, 15358,
401- -- -- -- - - - - - - - - ------------- -  14873,
722_________  _
729_________  _
775_______ '
831_______
847 ___
848 ____________________ _______

905------  14915~, 15278,15279,15638,
907--- - - - - - - - - - - - - ------ - - - - - - - -  15280,
910 ------- - -------------  15076, 15280,
911 ____
925__
945__
947 ___
948 _
970_____ _____ _____________15018,
982___
984__  “
989___
1071__

15407,

1073.
1074. 
1101. 

1132. 
1421. 
1427 
1483.

14874,

P r o po s e d  R u l e s :
301-- - - - - - - - - - - - - - - - - - - - - - - -  15089,
318_
73o  :
813_
925__  —
929—
959_
1005  " " "  _

m l -----------

1034_  "
1037_
1040 __  " "  ”  :?v
1041 _
1042 __
1044—
1046_

Page

14913
14913
15315
15405
15557

15559
15559
15559
15559
15559
15559
15559
15559
15559
15559
15559

15637
15076
14981

15637
15360
15407
15277
15251
15195
15277
15565
15565
15639
15640
15640 
15565
15641 
15363 
14915 
15407 
15281 
15115
15641
15506
15642 
15642 
15642
15507 
15642 
15281 
15281 
15115

15090
15216
15537
15657
14990
15294
15129
14933
15526
15147
15147
15416
14990
15416
14990
15084
15526

7  CFR — C o n t in u e d  Page
P r o po s e d  R u l e s — Cont inued

1047______________________ 15443, 15647
1049 ___________________________ 15647
1050 __    15153
1061 _________    15651
1062 ____ ______________  15130,15526
1063— __________________  15086,15153
1067_____________________  15130,15526
1070 __________________________  15086
1071 ___________________________ 15533
1073 _______     15533
1074 __________ r _________________  15533
1078 __________________________  15086
1079 _________________________ 1__ 15086
1098_____________________________  15651
1101________________________   14933
1132_____________________ ,r _____  15535
1135_____________________________  15656
1137___;_________________________  15656

8  CFR

212____________________ —_____________  15252
214_____________________________    15253
252____ :____________________________—  15253

9  CFR

I  ___    15076
9 __________________________  15076
I I  ____________________________   15076
18__________________________ — _______  15076
74_____________________________________ 15077
78_______    15566
91 _____________ — — ________  15507
92 __ ______________  15507
94___________   15507
201________________________   14874
P r o po s e d  R u l e s : .

.2 0 1 ______________________________  15089

1 0  £ FR

40_!_______      15363

1 2  CFR

1_____________________________________   15077
3_______________________________________ 14981
6_______    „  15567
8______________________________________  15078
208___________________________  15019,15253
211_. „ . I _______________   14874
525____________________________________ 15198
545_______   15198
P r o po s e d  R u l e s :

541_____   15221
545_________   15221
561________ — „ ____ _____ _ 15222
563______   15222, 15223

1 3  CFR
110____ ________ — _________________ 15198

1 4  CFR

11 [N e w ]____________________________  15074
37 [N e w ]_____________________________ 15317
39 [N e w ]__________________ 15011,15199
40 _;________________________________  14874
41 __ ______________________________  14874
42 _________ x_______________________  14874
43 [N e w J ____________________________  14981
61 [N e w ]_____ >______________________14915
71 [N e w ]________________—  14916-14919,

14982, 14983, 15074, 15075, 15199, 
15254, 15355, 15408, 15567, 15568 

73 [N e w l ______________    14919,15408

1 4  CFR — C o n t in u e d  Page

75 [N e w ]_____ _____________ 15355,15568
91 [N e w ]________________________  14983
93 [N e w ]— _ _ „ ___________   15200
97 [N e w ]_________      14983,

15012, 15067, 15494, 15629.
105 [N e w ]_____ ____________    14919
151__________________         155
241_______________________________  14875
507________ _________  14920, 15282, 15409
514___________________    153
P r o po s e d  R u l e s :

13 [N e w ]____________________  15580
39 [N e w ]_____ _____ —  15217,15581
71 [N e w ]___________   14933,

14934, 14936,14937, 14991,14992, 
15090-15094, 15218-15220, 15376 
15377, 15444, 15445, 15581, 15582

73 [N e w ]_______  15094,15220,15378
75 [N ew ]_  14938,15221,15582, 15583
165 [N e w ]___________________  15378
208______    15657
221_________ — _____________ _  15174
241_____________________   15537

1 5  CFR

230_______________________________  15020
363_______________________________  15569

1 6  CFR

13— _____________________________  14876,
15116, 15201, 15203, 15204, 15507, 
15508.

408_______________________    15570

1 7  CFR

150— __________________________  15570
200 _____________________________  15282
P r o po s e d  R u l e s :

240_________________     15539

1 8  CFR

201 - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - ---  15020
260________________    15020

1 9  CFR

1____________ — — ..............  15364,15509
8 _________________________________  14921
10____________________   14987
16_____________________________ ___  15409

2 0  CFR

25___________ — — ________________  14921
403___________    15509
404— _________ ____________ 15116, 15509

2 1  CFR

1______________________   15285
3_______ ____________  15287,15364,15672
5— ____________  15285
8 ____________________  14983,15023, 15287
16________________________________  15643
18 _______ - _____________________  15643
19 ______________________________  15643
51_____ — _______________________  14984
120 _ Y U _________________  15023, 15204
121 _____________________  14984-14986,

15023, 15117 15255, 15256, 15415,
15511-15513, 15643.

132_______________   14986
141a________   15023
144 _____________________________ 15672
145 ____________   15683
146 ____________ _________  15644,15687
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2 1  CFR — C o n t in u e d  Page
146c___________________________ 15255,15644
148___ ___ ;_______ _____________________  15690
148c__________________________________  15644
1 4 8 i___________________________________ 15644
148n__________________________________  15644
P r o po se d  R u l e s :

2 7 ___________________    15264
4 6 _______________________________ 15173
121___ „ _________________  14990,15538
146a_____ 5_______ _______________  15657
146c_____________________________  15657
146e_____________________________  15657
147_________________    15264

2 2  CFR
2 __________________    15571

2 4  CFR
200______     15365

2 5  CFR
P r o po se d  R u l e s :

221______________________________  15264

2 6  CFR
1________  14877,14879,14921,15204,15365
198____________________________________ 15023
240___________________________   15023

P r o po se d  R u l e s :
1

_

 14884,14887,15028,15209

2 7  C FR
P r o po se d  R u l e s :

5________________  _______________ 15129

2 8  CFR
0________ _____________________________  15572

2 9  CFR
P r o po se d  R u l e s :

681_______________________________ 15173

3 0  CFR
501_____  15573

3 1  CFR
3      15256

92_________ '~Z___________________ —  15287
211_____________ — — _____________  15287
361___________________ - __________  15288

3 2  CFR
562_________ __________ — _____ -  15371
564________________________________ 15011
577______ _____ - __________________  15483
816_____________________________ —  15118
850_______________________________  14879
885______________________________   14879
901__________________ - ___________  14880
1001— ______ ________  15078,15121,15257
1002 ______________________  15121,15258
1003 __ ______ _____  15079,15121,15258
1004 _____________________  15121,15258
1006 ________ _____________  15123,15258
1007 ___________ ____________  15123,15258
1008 ______________________    15259
1009 ___________________________  15259

3 2  CFR — C o n t in u e d  Page
1010 _______________ - _______  15123,15260
1011 ____________________________  15260
1013-_____________________________  15260
1014______________________________  15260
1016 _______ *'_____________  15080,15260
1030____________________ ___  15080,15260
1054_______________ -  15081,15123,15260
1611______________________________  15579
1621 _______    15579
1622 _______________________ - ___  15579
1623 ___   15579
1624 ___________________________  15579
1627____________________    15579
1630— — _________________________  15579
1631_______________________________15579
1642_______________________________15579
1680___________________ - _________  15579

3 2 A  CFR
O E P  (Ch. I ) :

D M O  IV - 2 _______ J-------------  14883
D M O  8500.1 (su perseded b y

D M O  8500.1A)_____________ 15123
D M O  8500.1A________________ 15123

3 3  CFR
116— _____________________________15513
135_______________________________  14987
202 ________________   15082
203 ___    15082
207_______________________________  15409

3 5  CFR
4   15020
26________________________________  15573

3 6  CFR
311______ _______________________ -  15574
P r o po se d  R u l e s :

2 ____________________________  15084
6 _____________________________  14888

3 7  CFR
1 ________    15208

4 1  CFR — C o n t in u e d  Page

9-56__________ - __________________  15646
9-58______________________________  15646
11-6_______________________________ 15411
11-11_____________________________  15372
11-12__________   —  15373
101-3— _________________ - _______  15596
101-14— ___   —  15599
101-15_____   —  15601
101-17____   —  15605
101-26__________________________ —  15609
101-35____________________________  15621
101-42__________________________    15624

4 2  CFR

57_____________ L.

P r o po se ® R u l e s : 
32__________

4 3  CFR
2230_________ ,________ 15516

4 4  CFR

1 8 4 _________________ . _ 15575

4 5  CFR

401__________________ rĵ  ,...r ^  15126

4 6  CFR

137______________
201___________
308________ _____
P r o po se d  R u l e s : 

502_________

4 7  CFR
0 _ _______   15082,15288,15575
1 ____________  14989,15516,15575
2~   15577
7 3  _______________  15518,15520
7 4  _______________________  15521, 15523
87 _ ____________  14883
89 ” Z — __________  14931,15577
91 , ______  15523, 15577
9 3    15577
9 7  _  ____  15082,15288

14988
15374
15288

15380

15513

15174

3 8  CFR
2  ________________________________ 15126
3  __   15205

3 9  CFR
4  _     15260
112_____    14928
168_______________________________  14928

4 1  CFR
Ch. 1_____     15513
5-60______________________________  14928
5 B - 2 _________________________ i —  15026
8 - 1 — _________    15574
8-2— __________________    15574
8 -  52____________   15574
9 -  1__    15644
9-3_____________________    15409
9-7________________________  15411,15644
9-51____________________________ —  15645
9-53______________________________  15645

P r o po s e d  R u l e s :
2  _  _____ __  15180, 15445
2 1 — 1 — ____________________  15584
7 3  ________________________  14889,

14938,15180,15181,15183
7 4  _  15180

4 9  CFR
o   15493
9 5  _______________ |_ 15127
17« _ _______ _____  15289
1 R7    15292
19 3 : : : : : : : : : : : : : : : : : : : ^ " : : : : - -  15578

P r o po s e d  R u l e s : — ...
C h. I — -- - - - - - - - - - - - - - - - - - - - - - - - - - - « « «
in  _______ __ _ 15539
170 _ _ ___ _______ -  15084

5 0  CFR
32_........... ......  14931,15128,15261,15374
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Rules and Regulat ions

T it le  2 1 — FO OD  AN D  D RU GS
C h a p t e r  I— Fo o d  a n d  D ru g  A d m in is ­

t r a t io n , D e p a r t m e n t  o f  H e a l t h , Ed u ­

ca t io n , a n d  W e lf a r e

P A R T  3 — ST A T EM EN T S O F G EN ER A L 
P O LI C Y  O R  I N T ERP R ET A T I O N

P A R T  1 4 4 — A N T I B I O T I C D R U G S; EX ­

EM P T I O N S FR O M  LA B ELI N G  A N D  
CER T I FI CA T I O N  R EQ U I R EM EN T S

P A R T  1 4 5 — A N T I B I O T I C D R U G S; D EFI ­

N I T I O N S A N D  I N T E R P R E T A T I V E  

ST A T EM EN T S

P A R T  1 4 6 — A N T I B I O T I C D R U G S;

P R O CED U R A L R EG U LA T I O N S

P A R T  1 4 8 — A N T I B I O T I C D R U G S; LA ­

B ELI N G  A N D  P A C K A G I N G  R E­

Q U I R EM EN T S

R e co d if ica t io n  a n d  R e o r g a n iz a t io n  o f  
G e n e r a l  R e g u la t io n s f o r  t h e  Ce r t if i ­

ca t io n  o f  A n t ib io t ic a n d  A n t ib io t ic-  
Co n t a in in g  D ru g s

Pu rsu a nt to section  507 o f th e Federa l 
Food , D ru g, and C osm etic A ct (sec. 507, 
59 S ta t. 463 as am ended ; 21 U .S.C . 357) 
and  under th e au th ority delega ted to th e 
C om m issioner o f Food  and D ru gs b y th e 
S ecreta ry o f H ea lth , E du cation , and 
W elfa re  (21 C F R  2.90; 29 F .R . 471), 
P a rts  146 and  148 a re reorga n ized  as 
in d ica ted  b elow  fo r  the follow in g rea ­
sons:

1. E lim in a tion  o f repetitiou s or du p li­
ca ted  m ateria l.

2. S ep a ra tion  and rea rra n gem en t o f 
textu a l m a teria l in to logica l sequences 
and  correla tion  o f rela ted  m ateria l.

3. B roaden in g o f scope o f exis tin g 
pa rts  and p rovid in g fo r  expansion  and 
grow th  b y estab lishm ent o f new  parts.

4. U p d a tin g o f old  m a teria l.
Th e changes effected  are p rin cip a lly 

ed itoria l in  natu re and the on ly substan ­
tive amendm ents are m ade fo r  the pu r ­
pose o f correctin g inconsistencies, dele­
tion  o f ob solete m a teria l, or u pda ting o f 
m a teria l, w here necessary.

Th e changes effected  are as follow s :
1. Section  3.29 is revoked since the 

provis ions  therein  are du plica ted b y 
§ 121.9.

2. A ll an tib iotic regu lations  concern ­
in g  exem ptions, w ith  th e exception  o f 
those specifica lly cross - referenced and  
w ith  th e exception  o f §§ 146.9, 146.12, 
and 146.28 w hich  are revoked, a re tra n s ­
fer red  to new  P a rt 144, in  accordance 
w ith  the follow in g redes igna tion  ta b le:

R e d e s i g n a t i o n  T a b l e — Pa r t  144 

Old section New section
146.18.
146.19.
146.20.
146.21.
146.22.
146.23.

144.3
144.4
144.5
144.6
144.7
144.8

R e d e s ig na t t o n  T a b l e — Pa r t  144— Continued

Old section
146.30— ________
146.29___________
146.27____ ______
146.24 ____
146.11._____ ____

3.15__________
1 4 6 .1 (j )------------
146.13__________
146.25 ------------
146.26 ________

New section
____ _ 144.9
_____  144.10
_____  144.11
_____  144.14
_____  144.15
_____ 144.16
_____  144.23
_____  144.24
_____  144.25
_____  144.26

3. A ll d efin in g and  in terp reta tive a n ti­
b iotic regu la tions a re rem oved  to a  new 
P a r t 145, in  accordance w ith  th e fo llow ­
in g redesigna tion  tab le:

R e d e s ig n a t io n  T a b l e — P ar t  145

Old section New section
146.1, int roduc t ion to  sect ion--------- 145.1(a)
1 4 6 .1 (e )(3 ) ________________________   145.1(b)
1 4 6 .1 (e )(4 ) ___________________________ 145.1(d)
146.1(e ) (1 ) ,  ( 2 ) ---------------------145.1 ( e ) , ( f )
1 4 6 (e )(5 ) ----------------  145.1(g)
146.1(a) (1 )—(31) _________ 14512(a) ( 1 )—(31)
146.1(b) ( l ) - ( 3 3 )  _________ 145.3(a) ( l ) - ( 3 3 )
146.1(d) — ____________________________ 145.3(b)
146.1(c) (1 ) ,  ( 2 ) ___________________145.4
146.31 ________________________________145.31

4. A ll an tib iotic regu lations concern ing 
procedu ra l requ irem ents now  conta ined 
in  P a rt 146 w ill rem a in  in  th a t pa rt, and 
a ll oth er an tib iotic regu lations  rela tin g 
solely to procedu re are tran s ferred  to the 
new  P a rt 146, in  accordance w ith  the 
follow in g redesignation  ta b le:

R e d e s ig n a t io n  T a b l e — P ar t  146

Old sect ion
148.4 _____________
146.2 ( c ) ,  ( d ) ,  (e )
146.1(f) _________
146.3(c ) __________
146.1(b) __________
1 4 6 .1 (g ) ..........—
146.1 ( j )  --------------
148.5 .... ........ ......
146.26(d) ________
146.8 ( e ) ,  ( f ) ,  ( g ) .
3.501 _____________
146.7 _____________
146.1 ( i )  _________
3.30 .................. .

New section
__________ 146.2(c)
146.2 ( d ) ,  ( e ) , ( f )

____________ 1 4 6 .3 (c )

__________ 146.3(d)
__________ 146.3(e )
............. 146.3 (f )
_________  146.7
__________ 146.8(e)
_________146.8 (f )
146.8 ( g ) , ( h ) , ( i )
_________ 146.9
_________ 146.10
_________ 146.11
_____ ___ 146.12

5. A ll an tib iotic regu la tions concern ing 
la b elin g and pa ckagin g requ irem ents 
now  in  P a rt 148 rem a in  in  th a t part, and 
th e h ea d in g to the p a rt is changed. S ec ­
tions 148.1 and 148.5 a re revoked. S ec ­
tion  148.4 is rem oved  to P a r t 146 as 
§ 146.2 (c). S ections  3.504 and 146.10 a re 
com b ined in to one section  and tra n s ­
ferred  to P a r t 148 as new  § 148.4. S ec ­
tion  146.14 is tra n s ferred  to  P a r t 148 as 

new  § 148.5.
Th e a ffected  pa rts  read  as fo llow s :

P A R T  1 4 4 — A N T I B I O T I C D R U G S; EX ­

EM P T I O N S FR O M  LA B ELI N G  A N D  
CER T I FI CA T I O N  R EQ U I R EM EN T S

Sec.
144.1 [R ese rv ed]
144.2 [R ese rv ed]
144.3 Exem pt ion fo r labe ling .
144.4 Exem pt ion fo r  storage.
144.5 Exem pt ion fo r  processing.
144.6 Exem pt ion fo r  repacking.
144.7 Exem pt ion fo r  m anufac t uring  use.
144.8 Exem pt ion fo r inv e st igat ional use.

Sec.
144.9 Exem pt ion o f  an t ibio t ic  drugs fo r

use  in  teaching, law  enforcement, 
research, an d  analysis.

144.10 Bio lo g ical drugs t hat  contain ant i ­
bio t ics.

144.11 A nt ibio t ic s f o r  fish diseases.
144.12 [R e se rv ed]
144.13 [R ese rv ed]
144.14 A nt ibio t ic  powders fo r  diagnost ic

use.
144.15 Assay  requirem ents f o r  ant ibiot ic

drugs exem pted f ro m  certificat ion.
144.16 A nt ibio t ic  drugs int ended fo r export. 
144.17-144.22 [R ese rv ed]
144.23 Reco rds re tent ion.
144.24 M anganese  bac it rac in medicated

an im al feed.
144.25 A nt ibio t ic  drugs fo r  use in  medicated

an im al fe ed (ant ibio t ic  medicated 
fe ed prem ixes; ant ibio t ic  medi ­
cated fe ed concentrates that  must 
be  di lut ed w i t h  fe ed ingredients 
be fo re  they  are  f e d ) .

144.26 A n im al fe ed co ntain ing certifiable
an t ibio t ic  drugs.

Au t h o r i t y : T he  prov isions o f  this Part  

144 issued unde r sec. 507, 59 Stat . 463, as 
am ended; 2 l  U.S.C. 357.

Cr o s s  R e f e r e n c e : F o r o ther regulat ions in 

this chapte r re lat ing  t o  ant ibio t ic  drugs ex­
em pted fro m  cert i f icat ion, see also : §§ 146a.- 
2 4 ( f ) ,  146a.27 (f ), 146a.30 (f ), 146a.37(f),
146a.51 (f ), 146a.69 (f ), 146a.88(c ), 146a.93(e),
146b.1 12 (f ), 146b.115(f), 146b.119(f), 146b.- 
1 2 5 (b), 1 4 6 b.l2 9 (b), 146c .205(f ), 146c207(b), 
146c.219(f) ,  146c.230(f) ,  146e.402(f), 146e.- 
4 2 3 (c ), 146e .425(f ), 146e .427(b), 146e.431(b).

§  144.1 [R e se rv e d ]

§ 144.2 [R e se rv e d ]

§  144.3 Exem pt io n f o r  labe ling.

( a )  Except  as pro v ide d  by  paragraphs 

( c )  and  (d )  o f  t h is sec t ion, a  shipment  

o r o t he r de liv e ry  o f  a cert i fiable  ant i ­
bio t ic  d rug  w h ic h  is t o  be  labe led at  an 

establishm e nt  lo c at ed  e lsewhere  than at 

t he  p lac e  o t  m an ufac t ure  shall be ex­
em pt , d urin g  t he  t im e  o f  introduct ion 

in t o  an d  m ov em ent  in  in terstate  com­
m erce  an d  the  t im e  o f  ho ld ing  in  such 

establishm ent , f ro m  the  requirem ent of 
sec t ion 502(1) o f  the  ac t  i f  the  labeling 

o f  eac h sh ipp in g  co nt aine r bears the 

bat c h  m ark  o f  the  drug , the  num ber of 
un it s p e r pac k age  an d  the  expiration 
date , an d  i f  t he  pe rso n  w ho  introduced 

suc h sh ipm e nt  o r de liv e ry  into  interstate  

com m erce  ho lds a  pe rm it  (Ant ibio t ic, 
F o rm  3 ) f ro m  the  Com m issioner author­
i z ing  sh ipm ent  f o r  labe l ing  in  such 

establishm ent .
(b ) (1 ) A n  applica tion  fo r  such a per­

m it sh a ll be in  a form  specified by the 
C om m issioner and sha ll give the name 

and  loca tion  o f th e estab lishment m  

w h ich  such la b elin g is to be done.
(2 ) In  case th e app lica n t is the oper­

a tor o f such estab lishment, the applica­
tion  sha ll inclu de a  w ritten  agreemen 

signed  b y h im  th a t h e w ill request cer­
tifica tion  o f each  b atch  from  which any 
sh ipm ent or delivery is  m ade to sue 
estab lishm ent unless it is exempt un e 

section  801 (d ) o f the act or § 144.8; tnat  

he w ill not rem ove any o f such antibio
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drug from  such ̂ estab lishment unless it 
complies w ith  section  502(1) o f th e a ct 
or is so exem pt, or if  certifica tion  is re ­
fused, unless it is retu rned  w ith in  a  rea ­
sonable tim e to p erm it reprocessing and 
certification , destru ction , or such ex ­
emption a t the estab lishm ent w here it 
was m an u factu red ; th a t he w ill keep 
complete records show ing th e date, qu an ­
tity, and b atch  m ark o f each  such sh ip ­
ment and d elivery and th e disposition  
thereof; th a t he w ill m a ke such records 
availab le to any officer or em ployee o f the 
Food and D ru g Ad m in is tra tion  a t any 
reasonable hou r w ith in  3 years  a fter  the 
date of such disposition  ; and th a t he w ill 
accord fu ll opportu n ity to such officer or 
employee to m ake in ven tories  o f stocks 
on hand and oth erw ise check th e cor ­
rectness o f such records.

(3) In  case th e app lican t is n ot the 
operator o f such estab lishm ent such ap ­
plication sha ll inclu de or be accom pa ­
nied b y:

(i) A  w ritten  a greem ent s igned  b y the 
applicant th a t he w ill requ est certifica ­
tion of each  b atch  from  w hich  any sh ip ­
ment or d elivery is m ade to  such 
establishment unless it is exem pt u nder 
section 801(d ) o f th e act or § 144.8; 
that he w ill keep com plete records show ­
ing the date, qu an tity, and b atch  m ark 
of each such sh ipm ent and d elivery; and 
that he w ill m ake such records a va ilab le 
to any officer or  em ployee o f th e Food  
and D rug Adm in is tra tion  a t any reason ­
able hour w ith in  3 years  a fter  the da te 
of such sh ipment or d elivery; and

(ii) A  w ritten  a greem ent s igned b y the 
operator o f such estab lishm ent th a t he 
will submit a  request, su pplem enta l to 
that of the app lican t, fo r  the certifica ­
tion of each  b a tch  or portion  th ereof 
comprised in  a n y such sh ipm ent or de­
livery received b y h im  unless it is  exem pt 
under section 801(d ) o f the a ct or 
§ 144.8; th a t he w ill specify in  h is r e ­
quest the nu m ber o f packages o f each  
size in such sh ipm ent or delivery, the 
date of delivery, th e b atch  m a rk  th ereof, 
and the b atch  m a rk  he w ill use th erefor; 
that the b atch  m arks to  b e used ( i f  d if ­
ferent from  those o f the a pp lica n t) w ill 
be only those o f w h ich  th e key is specified 
in this agreem ent th a t th e exp ira tion  
date used fo r  th e b a tch  w ill be on ly th a t 
assigned to the m an u fa ctu rer b y cer ­
tification; th a t th e la b elin g to  be used 

!.°k- Si^ch P l a g e s  w ill be on ly th a t o f 
wnich specimens a re a tta ch ed  to  th is 
agreement (in clu d in g specimens o f a ll 
brochures and oth er p rin ted  m atter, ex -  
ept readily a va ila b le m edica l pu b lica ­

tions, referred  to in  such la b elin g) ; th a t

lnhv any c^ an^e is m a de in  such key or 
labeling he w ill p rom ptly sub mit to th e 

ommissioner a  fu ll s ta tem en t o f such 
ange or, in  the case o f changed la b el-  

( w SÎ >ec*1?lens sk ow m g a ll such changes; 
hint- j  not rem ove any o f such a n ti-  
Ipso rug from  such estab lishm ent u n-  
th? * comPlies w ith  section  502(1) o f 

ie act or is exem pt u nder section  801 (d ) 

rp fiioj8,0*' or § 144.8 or, i f  certifica tion  is 
rpnen v,un*ess is retu rned  w ith in  a 
anrf naT.e tim e to  p erm it reprocessing 

lfica tion ’ destru ction , or such 
Wa Ption  a t the estab lishm ent w here it 

comnînf h u factu red’ th a t he w ill keep 
P ete records o f th e disposition  o f

each  such sh ipm ent and d elivery; th a t 
he w ill m a ke such records a va ila b le to  
a n y officer or em ployee o f the Food and 
D ru g Adm in is tra tion  a t any reasonab le 
hou r w ith in  3 years  a fter  th e da te o f 
such disposition ; and th a t he w ill a c ­
cord  fu ll opportu n ity to such officer or 
em ployee to m a ke in ventories  o f stocks 
on  hand and oth erw ise check th e correct­
ness o f such records.

(4 ) W h en  th e C om m issioner finds, 
a fter  g ivin g n otice and opportu n ity fo r  
hea rin g, th a t such app lica tion  conta ins 
any u ntrue s ta tem en t o f a  m a teria l fa ct 
or th a t any provis ion  o f a n y such a gree ­
m en t has been  viola ted  he m a y revoke 
such perm it.

(c )  A n  exem ption  o f a  sh ipm ent or 
oth er d elivery u nder pa ra graph  (a )  o f 
th is  section, in  case th e person w ho in ­
trodu ced such sh ipm ent or delivery in to 
in ters ta te com m erce is the opera tor o f 
such estab lishm ent, sh a ll b ecom e void  
a t th e b eginn in g o f th e a ct o f rem ov­
in g or offer in g to  rem ove such sh ipm ent 
or d elivery or any p a rt th ereof, b efore 
or a fter  la b eling, from  such estab lish ­
m ent unless such b a tch  com plies  w ith  
section  502(1) o f th e a ct or is  exem pt 
u nder section  801 (d ) o f the a ct or § 144.8 
or, if  certifica tion  is refu sed, unless such 
sh ipm ent or d elivery is retu rned w ith in  
a  reasonab le tim e to perm it reprocessing 
and certifica tion , destru ction , or such ex ­
em ption  a t th e estab lishm ent w here it 
w as m anu factu red.

(d )  A n  exem ption  o f a  sh ipm ent or 
oth er d elivery u nder pa ra graph  (a )  o f 
th is  section , in  case th e person w ho in ­
trodu ced  such sh ipm ent or d elivery in to 
in ters ta te com m erce is n ot th e opera tor 
o f such estab lishment,, sha ll exp ire a t the 
b egin n in g o f th e act o f rem ovin g or o ffer ­
in g to rem ove such sh ipm ent or delivery 
or any p a rt th ereof, b efore or a fter  la b el­
ing, from  such estab lishm ent unless such 
b a tch  com plies  w ith  section  502(1) o f 
th e act or is exem pt u nder section  ¿ 0 1 

(d ) o f th e a ct or § 144.8 or, if  certifica ­
tion  is refu sed, unless such sh ipm ent or 
delivery, w ith in  a reasonab le tim e, is d e ­
s troyed  or retu rned to p erm it reprocess ­
in g and certifica tion , destru ction , or 
such exem ption  a t the estab lishm ent 
w here it w as m anu factu red.

§ 144.4 Exem pt io n f o r  storage.

(a )  E xcept as p rovided  b y pa ragraphs 
(c ) and (d ) o f th is  section , a  sh ipm ent or 
oth er d elivery o f a dru g w hich  is to  be 
stored  a t a w arehou se loca ted  elsew here 
th a n  a t th é p la ce o f m an u factu re sha ll 
be exem pt, du rin g th e tim e o f in trodu c ­
tion  in to and m ovem en t in  in ters ta te 
com m erce and th e tim e o f h old in g in  
such w arehou se, from  th e requ irem ents 
o f section  502(1) o f th e a ct i f  th e la b el­
in g o f each  sh ipp ing con ta in er bears  the 
b a tch  m ark o f th e drug, and if  th e person 
w ho in trodu ced such sh ipm ent or d eliv ­
ery in to in ters ta te com m erce holds a 
p erm it from  th e C om m issioner a u th oriz­
in g  sh ipm ent fo r  stora ge in  such w a re ­
house.

(b ) A n  app lica tion  fo r  such a perm it 
sha ll be in  a form  specified b y th e C om ­
m issioner, and sha ll give th e nam e and 
loca tion  o f th e w arehou se in  w hich  such 
dru g is to  be stored. Such applica tion  
sha ll be accom pan ied b y:

(1 ) A  w ritten  agreem ent s igned b y the 
app lica n t th a t he w ill requ est certifica ­
tion  o f each  b atch  th ereof unless it is 
exem pt u nder section  801 (d ) o f th e a ct 
or § 144.3, 144.6, or 144.7, th a t he w ill 
n ot rem ove any o f such dru g from  such 
w arehou se unless it com plies  w ith  sec 
tion  502(1) o f the a ct or is so exem pt oi , 
i f  certifica tion  is refu sed unless it i& 
retu rned w ith in  a  reasonab le tim e to 
p erm it reprocessing and certifica tion , de ­
s tru ction , or such exem ption  a t the 
estab lishm ent w here it w as m an u fa c ­
tu red; th a t he w ill keep com plete records 
show ing the date, qu an tity, and b atch  
m ark o f each  sh ipm ent and oth er deliv ­
ery o f any such dru g to such w arehou se, 
and th a t he w ill m ake such records a va il ­
ab le to any officer or em ployee o f the 
Food and D ru g A d m in is tra tion  a t any 
reasonab le hou r w ith in  3 years  a fter  the 
da te o f such sh ipm ent or d elivery; and

(2 ) A  w ritten  sta tem en t s igned b y the 
opera tor o f such w arehou se show ing th a t 
he has adequ ate fa cilities  fo r  such s tor ­
a ge; such s ta tem en t sha ll con ta in  an  
a greem ent th a t he w ill hold  each  sh ip ­
m ent or oth er delivery o f such dru g in ­
ta ct, u nder such cond ition s as w ill n ot 
cause fa ilu re o f the dru g to com ply w ith  
th e requ irem ents fo r  certifica tion , th a t 
he w ill keep com plete records show ing 
th e da te o f receip t b y h im  and th e qu an ­
tity and b atch  m ark o f each  such sh ip ­
m ent and d elivery and the disposition  
th ereof, th a t he w ill m ake such records 
a va ila b le to any officer or em ployee o f 
th e Food  and D ru g A dm in is tra tion  a t 
any reasonab le hou r w ith in  3 years  a fter  
th e da te o f such disposition , and th a t he 
w ill accord fu ll opportu n ity to such o f ­
ficer or em ployee to m a ke inventories  o f 
stocks on  hand and  otherw ise check the 
correctness o f such records.

I f  the app lican t keeps com plete records 
show ing th e date, qu an tity, and b atch  
m ark o f each  sh ipm ent and oth er de ­
livery o f any such dru g from  such w a re ­
house and th e nam e and post-office a d ­
dress o f th e person to w hom  such sh ip ­
m en t or delivery w as made, th e a gree ­
m ent to keep records o f such disposals, 
to m ake such records ava ilab le, and to 
a fford  opportu n ity fo r  checkin g th eir  
correctness m a y be inclu ded in  th e a p p li­
ca n t’s a greem ent and om itted  from  th a t 
o f th e opera tor. W h en  the C om m is ­
s ioner finds, a fter  g ivin g  notice and op ­
p ortu n ity fo r  hea rin g, th a t such a p p li­
ca tion  conta ins any u ntru e statem ent 
o f a  m a teria l fa ct or th a t any provis ion  
o f a n y such a greem ent has b een  viola ted  
he m ay revoke such perm it. |

(c ) A n  exem ption  o f a  sh ipm ent or 
oth er delivery u nder pa ra gra ph  (a )  o f 
th is  section , in  case the person w ho in tro ­
duced such sh ipm ent or delivery in to 
in ters ta te com m erce is  th e opera tor of 
such warehouse, sha ll b ecom e void  
a t th e b eginn in g o f th e a ct o f rem ovin g 
or offerin g to rem ove such sh ipm ent 
or delivery or any p a rt th ereof from  
such w arehou se unless such b a tch  
com plies  w ith  section  502(1) o f the act 
or is exem p t u nder section  801 (d ) o f the 
a ct or § 144.3, 144.6, or 144.7, or, if  cer ­
tifica tion  is refu sed, unless such sh ip ­
m ent or delivery is retu rned w ith in  a 
reasonab le tim e to perm it reprocessing 
and certifica tion , destru ction , or such
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exem ption  a t th e estab lishm ent w h ere it 
w as  m anu factu red.

(d ) A n  exem ption  o f a  sh ipm ent or 
oth er d elivery u nder pa ra gra ph  (a ) o f 
th is  section , in  case th e person w ho in ­
trodu ced  such sh ipm ent or d elivery in to 
in ters ta te com m erce is n ot th e opera tor 
o f such warehouse, sha ll exp ire a t th e 
b eginn in g o f th e a ct o f rem ovin g or  o ffer ­
in g  to rem ove such sh ipm ent or delivery 
or  any p a rt th ereof from  such w arehou se 
unless such b a tch  com plies  w ith  section  
502(1) o f th e a ct or is exem pt u nder sec­
tion  801(d ) o f th e a ct or § 144.3, 144.6, 
or 144.7, or, i f  certifica tion  is refu sed, 
unless such sh ipm ent or delivery, w ith in  
a  reasonab le tim e, is destroyed, or re ­
tu rn ed  to perm it reprocessing and certifi­
ca tion , destru ction , or such exem ption  a t 
th e estab lishm ent w here it w as m anu ­
fa ctu red .

§  144.5 Exem pt io n f o r  processing.

(a )  E xcep t as provided  b y paragraphs 
(c )  and  (d )  o f th is  section, a  sh ipm ent 
o r  oth er d elivery o f any certifia b le a n ti­
b iotic dru g su b ject to  th e regu lations in  
th is  ch apter in  concen trated  aqueous so­
lu tion  w h ich  is to be processed a t an  es ­
ta b lish m en t loca ted  elsew here th an  a t 
th e p lace o f m anu factu re sha ll be exem pt 
du rin g th e tim e o f in trodu ction  in to and 
m ovem en t in  in teresta te com m erce and 
th e tim e o f h old in g in  such estab lish ­
m en t from  th e requ irem ents o f section  
502(1) o f the act, i f  the person w ho in ­
trodu ced  such sh ipm ent or delivery in to 
in ters ta te com m erce holds a perm it from  
th e C om m issioner au th orizin g sh ipm ent 
fo r  processing in  such estab lishment, 
-and each  package o f such solu tion  bears 
th e b a tch  m ark o f the drug.

(b ) A n  applica tion  fo r  such a perm it 
sha ll be in  a  form  specified  b y th e C om ­
m is sion er and sha ll give th e nam e and 
loca tion  o f th e estab lishm ent in  w hich  
such processing is to be done. Such 
app lica tion  sha ll be accom pan ied b y:

(1 ) A  w ritten  a greem ent s igned b y the 
a pp lica n t th a t he w ill keep com plete rec ­
ords show ing the. date, qu an tity, potency, 
and b atch  m a rk 'o f each  sh ipm ent and 
oth er d elivery o f any such solu tion  to 
such estab lishment, and th a t h e w ill 
m ake such records a va ila b le to any offi­
cer  or em ployee o f the Food  and D ru g 
Adm in is tra tion  a t any reasonab le hou r 
w ith in  3 years  a fter  th e da te o f such 
sh ipm ent or delivery;

(2 ) A  w ritten  a greem ent s igned b y th e 
opera tor o f such estab lishm ent show ing 
th a t h e has adequate fa cilities  fo r  such 
processing; such sta tem ent sha ll conta in  
an  a greem ent th a t he w ill keep com plete 
records show ing the da te o f receip t b y 
h im  and th e qu an tity and b a tch  m a rk  o f 
ea ch  such sh ipm ent and  delivery and th e 
disposition  th ereof, th a t h e w ill m ake 
such records a va ila b le to a n y officer or 
em ployee o f th e Food  and  D ru g Adm in is ­
tra tion  a t any reasonab le hou r w ith in  
3 years  a fter  da te o f such disposition, 
and  th a t h e w ill a ccord  fu ll opportu nity 
to  such officer or em ployee to  m ake 
in ven tories  o f stocks on  hand and oth er ­
w ise check th e correctness o f such 
records; and

(3 ) A  w ritten  agreem ent s igned  b y the 
person w h o w ill ow n th e dru g a fter  th e 
processing is com pleted th a t h e w ill re ­
qu est certifica tion  o f each  b a tch  th ereof

unless it is exem pt u nder section  801 (d ) 
o f th e a ct or § 144.3, 144.4, 144.6, 144.7, 
or 144.8, and th a t h e w ill n ot rem ove 
a n y o f such dru g from  such estab lish ­
m en t unless it com plies  w ith  section  
502(1) o f th e a ct or is so exem pt.

W h en  th e C om m issioner finds, a fter  
g ivin g n otice and opportu nity fo r  h ea r ­
in g, th a t such app lica tion  conta in s any 
u ntru e sta tem en t o f a  m a teria l fa ct or 
th a t a n y provis ion  o f a n y such a gree ­
m en t has been viola ted  h e m a y revoke 
such perm it.

(c ) A n  exem ption  o f a  sh ipm ent or 
oth er d elivery u nder pa ra gra ph  (a )  o f 
th is  section , in  case th e person w ho in ­
trodu ced such sh ipm ent or  d elivery in to 
in ters ta te com m erce is th e opera tor o f 
such estab lishm ent, sh a ll b ecom e void  
a t th e b egin n in g o f th e a ct o f rem ovin g 
or  offer in g  to  rem ove such sh ipm ent or 
d elivery or any p a rt th ereof, b efore or 
a fter  processing, from  such estab lish ­
m en t unless th e b a tch  m a de from  such 
sh ipm ent or d elivery com plies  w ith  sec­
tion  502(1) o f th e a ct or is exem pt u nder 
section  801 (d ) o f th e a ct or § 144.3, 
144.4, 144.6, 144.7, or 144.8, or, i f  cer ­
tifica tion  is refu sed, unless such sh ip ­
m en t or d elivery is  reprocessed and  cer ­
tified  or destroyed w ith in  a  reasonab le 
tim e.

(d ) A n  exem ption  o f a  sh ipm ent or 
oth er delivery u nder pa ra graph  (a )  o f 
th is  section, in  case th e person w ho in tro ­
du ced such sh ipm ent or d elivery in to 
in ters ta te com m erce is n ot th e op era tor 
o f such estab lishment, sha ll exp ire a t the 
b eginn in g o f th e a ct o f rem ovin g or o ffer ­
in g to  rem ove such sh ipm ent or delivery 
or any p a rt th ereof, b efore or a fter  p roc ­
essing, from  such estab lishm ent unless 
th e b atch  m a de from  such sh ipm ent or 
d elivery com plies  w ith  section  502(1) 
o f th e a ct or is exem pt u nder section  801 
(d ) o f th e a ct or  § 144.3, 144.4, 144.6,
144.7, or 144.8, or, i f  certifica tion  has 
been refu sed, unless such sh ipm ent or 
d elivery is  reprocessed and certified  or 
destroyed w ith in  a reasonab le tim e.

§ 144.6 Exe m pt io n  f o r  repacking.

(a )  E xcep t as p rovided  b y paragraphs 
(c ) and (d ) o f th is  section, a  sh ipm ent 
or oth er d elivery o f a  dru g w h ich  is  to 
b e repacked a t an  estab lishm ent loca ted  
elsew here th a n  a t th e p la ce o f m a n u fa c ­
tu re sha ll be exem pt, du rin g th e tim e o f 
in trod u ction  in to and  m ovem en t in  in ­
ters ta te com m erce and the tim e o f h old ­
in g  in  such estab lishm ent from  th e re ­
qu irem ents o f section  502(1) o f th e a ct 
if  th e la b elin g o f each  con ta in er b ears 
th e b a tch  m a rk  o f th e dru g and the 
nu m b er o f u nits  per package, and  if  th e 
person w ho introdu ces such sh ipm ent 
or delivery-  in to in ters ta te com m erce 
holds  a  perm it from  th e C om m issioner 
au th orizin g sh ipm ent fo r  repackin g in  
such estab lishment.

(b ) A n  app lica tion  fo r  such a  perm it 
Shall be in  a  form  specified b y the C om ­
missioner, and sha ll g ive th e n am e and 
loca tion  o f th e estab lishm ent in  w hich  
such repa ckin g is to  be done. Su ch a p ­
p lica tion  sha ll b e accom pan ied  b y :

( 1 ) A  w ritten  a greem ent s igned b y th e 
app lican t th a t h e w ill keep  com plete rec ­
ords show in g th e da te, qu an tity, and  
b a tch  m a rk  o f ea ch  sh ipm ent and oth er

d elivery o f a n y such dru g to  such estab ­
lishm ent, and th a t h e w ill m ake such 
records a va ila b le to a n y officer or em ­
p loyee o f th e Food  and  D ru g Adm in istra ­
tion  a t a n y reasonab le hou r w ith in  3 

years  a fter  th e da te o f each  shipment or 
d elivery;

(2 ) A  w ritten  sta tem en t s igned by the 
opera tor o f such estab lishm ent showing 
th a t he has adequ ate fa cilities  fo r  such 
repackin g; such s ta tem en t sha ll contain 
an  a greem ent th a t he w ill keep complete 
records show in g th e da te o f receipt by 
h im  and th e qu an tity and b a tch  mark 
o f each  such sh ipm ent and delivery and 
th e dispos ition  th ereof, th a t he w ill make 
such records a va ila b le to  any officer or 
em ployee o f th e Food  and D ru g Admin ­
is tra tion  a t a n y reasonab le hou r within 
3 years  a fter  th e da te o f such disposition, 
and th a t he w ill a ccord fu ll opportunity 
to  such officer or em ployee to make in ­
ven tories  o f stocks on  hand and other­
w ise check th e correctness o f such rec­
ords; and

(3 ) A  w ritten  a greem ent s igned by the 
person w ho w ill ow n the dru g a fter the 
repa ckin g is com p leted th a t he w ill re­
quest certifica tion  o f ea ch  b atch  thereof 
unless it is exem pt u nder section 801 
(d ) o f th e a ct or § 144.3, 144.4, 144.7, or
144.8, and th a t h e w ill n ot remove any 
o f such dru g from  such establishment 
unless it  com plies  w ith  section  502(1) 
o f th e a ct or is so exem p t or is returned 
to h im  fo r  la b elin g or, i f  certification  is 
refu sed, unless it is retu rned w ithin a 
reasonab le tim e to  p erm it reprocessing 
and certifica tion , destru ction , or such 
exem ption  a t th e estab lishm ent where it 
w as m anu factu red.

W h en  th e C om m issioner finds, after 
g ivin g n otice and opportu n ity for  hear­
in g, th a t such app lica tion  contains any 
u ntru e sta tem en t o f a  m a teria l fa ct or 
th a t a n y provis ion  o f a n y such agree­
m en t has b een  viola ted  he m a y revoke 
such perm it.

(c )  A n  exem ption  o f a  shipment or 
oth er delivery u nder pa ragraph  (a ) of 
th is  section , in  case th e person who in ­
trodu ced  such sh ipm ent or delivery into 
in ters ta te com m erce is th e operator of 
such estab lishment, sha ll b ecome void at 
th e b eg in n in g o f th e a ct o f removing or 
offer in g to rem ove such sh ipment or de­
livery or a n y p a rt th ereof, b efore or after 
repackin g, from  such estab lishment un­
less such b a tch  com plies  w ith  section 502 
(1) o f th e a ct or is exem p t under section 
801 (d ) o f the a ct or § 144.3, 144.4, 144.7, 
or 144.8, or is retu rned to  such person for 
la b elin g or, if  certifica tion  is refused, un­
less such sh ipm ent or delivery is re­
tu rned  w ith in  a  reasonab le tim e to per­
m it reprocessing and certification , de­
s tru ction , or such exem ption  at  the 
estab lishm ent w here it w as m anufac-

tu red. , _
(d ) A n  exem ption  o f a shipm ent or 

oth er d elivery u nder paragraph  (a ) oi 
th is  section, in  case th e person who in ­
trodu ced  such sh ipm ent or delivery into 
in ters ta te com m erce is n ot the operato 
o f such estab lishment, sha ll expire a 
th e b egin n in g o f the a ct o f removing or 

offer in g  to  rem ove such sh ipment or de ­
livery or a n y p a rt th ereof, b efore or afte^ 

repacking, from  such estab lishment un- 
Ipkk siirVh comnlies  w ith  sectio
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502(1) o f the a ct or is exem p t u nder 
section 801(d ) o f th e act or § 144.3,144.4, 
144.7, or 144.8, or is retu rned  to such 
person fo r  la b elin g or, i f  certifica tion  is 
refused, unless such sh ipm ent or delivery, 
within a reasonab le tim e, is destroyed or 
returned to perm it reprocessing and cer ­
tification, destru ction , or such exem p ­
tion at the estab lishm ent w here it w as 
manufactured.

§ 144.7 Exem pt ion f o r  m anufac t uring  

use.

(a ) E xcept as p rovided  b y paragraphs  
(c) and (d ) o f th is  section , a sh ipm ent 
or other delivery o f any certifia b le a n ti­
biotic drug su b ject to th e regu la tions in  
this chapter th a t is packed in  conta iners  
of not less tha n  10 ,0 0 0 ,0 0 0  u nits  o f pen i­
cillin or 10  grams each o f one o f th e 
other antib iotic drugs sha ll be exem pt, 
during the tim e o f in trodu ction  in to and 
movement in  in ters ta te com m erce and 
the time o f h old in g in  the estab lishm ent 
where it is so used, from  the requ ire­
ments o f section  502(1) o f the act, if 
it conforms to  th e standards prescrib ed 
therefor by the section  o f th e regu lations  
in this chapter w hich  is specifica lly a p ­
plicable to such oth er an tib iotic drug, if 
the label o f each  con ta in er b ears the 
batch mark o f th e drug, the nu m b er o f 
units or grams per package, and  th e date 
on which the la test assay o f the d ru g was 
completed, and if  the person w ho in tro ­
duced each sh ipment or d elivery in to in ­
terstate comm erce holds a p erm it from  
the Commissioner au th orizin g sh ipm ent 
for manu factu ring use in  such estab lish ­
ment.

(b ) An  app lica tion  fo r  such a p erm it 
shall be in  a  form  specified b y th e C om ­
missioner, shall give th e nam e and loca ­
tion of the estab lishm ent in  w h ich  such 
drug is to be used and sha ll be accom ­
panied by:

(1) A  w ritten  agreem ent s igned b y th e 
applicant th a t he w ill keep com plete 
records show ing the date, qu an tity, and 
catch mark o f each  sh ipm ent and oth er 
aelivery of any such dru g to  such estab ­
lishment, and th a t he w ill m ake such 
records ava ilab le to  any officer or em ­
ployee of the Pood  and D ru g A d m in is tra ­
ron at any reasonab le hou r w ith in  3  

y?ara a fter the date o f such sh ipm ent 
or delivery;

J 2' A  w ritten  sta tem ent s igned b y th e 
t w u  r ° *  such estab lishm ent show ing 
r® *  ,  has adequ ate fa cilities  fo r  the 

anufacture o f such oth er d ru g; such 

thot i?en*U s llaH conta in  an  a greem ent 
inti fu keeP com plete records show -  
S J - S I date o f receip t b y h im  and the 
s h w I^ ^ H d  b ateh  m ark o f each  such 

and delivery and th e disposi-  
ans Jpbcreof and show ing th e qu an tity 
oth n rJ f.*1 m ark o f each  b a tch  o f such 
the ^ drug, m anu factu red b y h im  and 

dispositioa th ereof; th a t h e w ill 

cer ™ Uch records a va ila b le to a n y offl-  
AdmiL6!1115] ? 7 6 6  o f the Food  and D ru g 
S a t u r n  a t any reasonab le hou r 
disnncn-«3 years a fter  th e da te o f such 

opportmvif’ ^nd th a t he w i l1 a ccord  fu ll 
to » J P *  su° b  officer or em ployee 
and lnyentories  o f stocks on  han d 
such rp!^IT ise °h eck the correctness o f 

(r>reCords: and
P e r s o A r ^ ,  a greem ent s igned  b y th e 

who w ill ow n th e d ru g a fte r  its

m an u factu re is com p leted th a t he w ill 
requ est certifica tion  o f each  b a tch  th ere ­
o f unless it is exem pt u nder section  801
(d )  o f th e act or § 144.3, 144.4, 144.6, or
144.8, and th a t he w ill n ot rem ove any 
o f such dru g from  such estab lishm ent 
u n les s ,it complies w ith  section  502(1) 
o f th e a ct or is so exem pt or is retu rned  
to h im  fo r  lab elin g.

W h en  th e C om m issioner finds, a fter  
g ivin g  n otice and opportu n ity fo r  h ea r ­
in g, th a t such applica tion  conta ins any 
u ntru e s ta tem en t o f a  m a teria l fa ct or 
th a t any provis ion  o f a n y such a gree ­
m en t has been viola ted  h e m a y revoke 
such perm it.

(c ) A n  exem ption  o f a sh ipm ent or 
oth er d elivery u nder pa ra gra ph  (a )  o f 
th is  section, in  case th e person w ho in ­
trodu ced such sh ipm ent or d elivery in to 
in ters ta te com m erce is  the opera tor o f 
such estab lishment, sha ll b ecom e void  a t 
the b egin n 'n g o f the act o f rem ovin g or 
offer in g to rem ove such sh ipm ent or de­
livery or a n y p a rt th ereof from  such 
estab lishment, p rior to its  use in  th e 
m an u factu re o f an other drug, unless it 
is exem pt u nder section  801(d ) o f th e 
act.

(d ) A n  exem ption  o f a  sh ipm ent or 
oth er delivery u nder pa ra gra ph  (a )  o f 
th is  section, in  case th e person w ho in ­
trodu ced such sh ipm ent or d elivery in to 
in ters ta te com m erce is  n ot th e opera tor 
o f such estab lishment, sha ll exp ire a t th e 
b egin n in g o f the act o f rem ovin g or o f ­
fer in g  to rem ove such sh ipm ent or d eliv ­
ery or any p a rt ¿h ereof from  such 
estab lishm ent, p rior to its  use in  th e 
m anu factu re o f an other drug, unless it 
is exem pt u nder section  801(d ) o f th e 
act.

§  144.8 Exem pt io n f o r  invest igat ional  
use.

A  sh ipm ent or oth er d elivery o f an  
antib iotic dru g sha ll b e exem pt from  sec­
tion  502(1) o f the a ct if  a ll the procedu res 
ou tlin ed  in  § 130.3 o f th is  ch apter a re 
com plied  w ith . F or th e purposes o f th is  
section, th e references in  § 130.3 o f th is  
ch apter to “new  d ru g” and “approved 
n ew -dru g app lica tion ” sha ll be deemed to  
read  “antib iotic d ru g” and  “approva l fo r  
certifica tion  or exem ption  from  certifica ­
tion ,” respectively.

§  144.9 Exe m pt io n  o f  ant ibio t ic  drugs 
f o r  use in  t eaching, law  enforcem ent , 
research, and analysis.

An tib iotic drugs su b ject to section  507 
o f th e act sha ll be exem pt from  th e re ­
qu irem ents o f section  502(1) i f  sh ipped 
or sold to, or in  th e possession of, persons 
regu la rly and la w fu lly en gaged in  in ­
s tru ction  in  pharm acy, chem istry, or 
m edicin e n ot in volvin g clin ica l u se; or in  
la w  en forcem en t; or in  research  n ot in ­
volvin g clin ica l u se; or in  ch em ica l 
ana lysis  or ph ysica l tes ting, p rovided  
th ey a re to b e used on ly fo r  such in stru c­
tion , la w  en forcem en t, research , a n a ly ­
sis, or testing, and p rovided  fu rth er th a t 
th eir  labels b ea r th e s ta tem en t “N ot fo r  
d ru g use.”

§ 144.10 Bio lo g ic al drugs that  contain  

antibiot ics.

B iologica l drugs th a t con ta in  any cer ­
tifia b le a n tib iotic dru g su b ject to  the

regu la tions in  th is  ch apter, and th e pu r ­
pose o f the a n tib iotic is fo r  u se on ly as a  
preserva tive and  th e b iologica l d ru g is 
conspicu ou sly so lab eled, sha ll b e exem p t 
from  th e requ irem ents o f sections 502 
(1 ) and 507 o f the act, i f  such dru gs a re 
licensed u nder the Pu b lic H ea lth  S erv ­
ice A ct o f Ju ly 1, 1944 (58 S ta t. 682; 42 
U .S .C . 201 et seq.) or  u nder th e V iru s-  
S eru m - Toxin  A ct o f M a rch  4, 1913 (37 
S ta t. 832; 21 U .S .C . i51 et seq.)

§ 1 4 4 .1 1  Antibio t ics f o r  f ish diseases.

A n y an tib iotic dru g su b ject to the reg ­
u la tions in  th is  ch apter in tended fo r  use 
solely in  the p reven tion  or trea tm en t o f 
disease in  fish  and conspicu ou sly so la ­
b eled sha ll be exem pt from  the requ ire­
m ents o f sections 502(1) and 507 o f th e 
a ct if the fish  so trea ted  are n ot in ten ded 
fo r  hu m an consumption .

§ 144.12 [R e se rv e d ]

§  144.13 [R e se rv e d ]

§ 144.14 Ant ibio t ic  powders f o r  d iag ­
nost ic use.

D ry pow ders o f antib iotic substances, 
w ith  or w ith ou t su itab le b u ffer sub ­
stances and diluents, packaged  fo r  d is ­
pensing and in tended fo r  use solely in  
la b ora tory procedu res in  connection  w ith  
the diagnosis or trea tm en t o f disease 
and conspicu ou sly so lab eled  sha ll be 
exem p t from  th e certifica tion  requ ire ­
m ents o f sections 502(1) and 507 o f th e 
a ct if  th ey com ply w ith  a ll the follow in g 
cb nditions:

(a )  Th e poten cy and m oistu re con ­
ten t o f the an tib iotic used in  the m anu ­
fa ctu re o f th e pow der and th e m oistu re 
con ten t o f th e pow der com ply w ith  the 
standards prescrib ed  fo r  the an tib iotic 
b y the specific regu la tions issued in  th is  
chapter.

(b ) I t  is pa ckaged in  im m ed ia te con ­
ta in ers  th a t a re tigh t conta iners  as de­
fined  b y the U .S P . E ach  such con ­
ta in er sh a ll con ta in  n ot less th a n  10  

m illigra m s.
(c ) E ach  package bears  on  the lab el 

or la b elin g o f its  ou tside w ra pper or con ­
ta in er and th e im m ed ia te con ta in er the 
fo llow in g:

(1 ) Th e sta tem en t “D ia gn os tic re ­
agent. F or profess iona l use on ly.”

(2 ) Th e nu m b er o f m illigra m s  or 
gram s con ta in ed  in  each  im m ed ia te con ­
ta in er and th e potency per m illigra m .

(3 ) Th e b a tch  mark.
(4 ) Th e s ta tem en t “E xp ira tion  date

-- - - - - - - - - - - - - - - ,” th e b la nk b eing filled  in
w ith  th e da te th a t does n ot exceed th e 
exp ira tion  da te au thorized  fo r  th e a n ti­
b iotic sa lt b y th is  chapter.

(d ) Th e circu la r or oth er la b elin g 
w ith in  or a tta ch ed  to th e package bears 
d irections  adequ ate fo r  th e use o f such 
drug.

Cr o s s -Re f e r e nc e s : Fo r tests and m ethods 
o f  assay  and cert i f icat ion o f  ant ibio t ic  sen ­
sit iv i t y  discs fo r  labo rat o ry  diagnosis o f  d is ­
ease, see §§ 147.1 and  147.2 o f  this chapter.

§ 144.15 Assay  requirem ents f o r  ant i ­
bio t ic  drugs exem pted f ro m  cert i fica­
t ion.

(a )  C erta in  an tib iotic drugs a re ex ­
em pted b y regu lations in  th is  ch apter 
from  th e certifica tion  requ irem ents o f 
section  507 o f th e a ct i f  such drugs com -
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p ly w ith  standards prescrib ed  b y such 
regu la tions and on  cond ition  th a t the 
la b el o f each  pa ckage b ears an  exp ira ­
tion  da te w h ich  is determ in ed  from  th e 
da te du rin g w h ich  th e b a tch  w as  la st 
assayed and released b y the m a n u fa c ­
tu rer.

(b ) I t  is th e position  o f th e Food  and 
D ru g Ad m in is tra tion  th a t if  each  b a tch  
o f such exem pted drugs is n ot tested b y 
th e m a n u fa ctu rer or h is  a gen t to  deter ­
m in e w h eth er it com plies  w ith  th e 
standa rds o f id en tity, strength , qu a lity, 
and pu rity prescrib ed fo r  it, th e b a tch  is 
n ot exem pt from  certifica tion  and it m ay 
be deem ed to be m isb randed u nder sec­
tion  502(1) o f the a ct w hen in  in ters ta te 
comm erce.

§  144.16 Ant ibio t ic  d rags intended f o r  
expo rt .

(a )  U nless  exem pted pu rsuant to sec­
tion  507(c) o f th e Federa l Food, D ru g, 
and C osm etic Act, an tib iotic drugs con ­
s igned to  persons en gaged in  export 
sh ipm ent o f th e a rticles  a re fu lly sub ­
ject to th e certifica tion  requ irem ents  o f 
sections 502(1) and 507 o f th e. act. 
Fu rth er, unless exem pted  pu rsu ant to 
section  507(d ) or section  801 (d ) o f the 
act, such sh ipments a re requ ired  to  b e 
la b eled in  fu ll com form ance w ith  the 
a ct and regu la tions p rom u lga ted  th ere ­
under. In  order to  qu a lify fo r  exem p ­
tion  u nder section  801(d ) o f th e act, the 
drugs, a t th e tim e o f in trodu ction  in to 
in ters ta te comm erce, mu st b e m arked  
fo r  export, m u st accord to th e specifica ­
tions  o f th e foreign  pu rchaser, and mu st 
n ot b e in  con flict w ith  th e law s o f the 
cou ntry to w h ich  th ey a re in tended fo r  
export. Th e in itia l sh ipper has a  re ­
sponsib ility to m eet a ll th e conditions 
o f section  801(d ) i f  exem ption  is to b e 
cla im ed.

(b ) S ection  144.3 provides exem ption  
from  la b elin g. I f  th e orig in a l sh ipper 
has an  effective exem ption  p erm it u nder 
th e regu lations in  th is  P a r t 144, th e ex ­
p ortin g firm  nam ed in  th e exem ption  
p erm it m a y b e a llow ed  to receive and to  
hold  th e u n lab eled drugs u nder th e ex ­
em ption  u n til th e cond ition s o f section  
801(d ) a re satisfied.

§ §  144 .17 -144 .22  [R e se rv e d ]

§  144.23 R ecords retent ion.

A t th e op tion  o f th e person h avin g 
con trol o f records requ ired  to  b e kept b y 
any regu la tion  in  th is  P a r t 144, ph oto ­
sta tic or oth er perm anen t reprodu ctions 
m a y b e su bstitu ted fo r  such records a fter  
th e firs t 2  yea rs  o f th e h old in g period.

§ 1 4 4 .2 4  M anganese  bac it rac in m edi ­
cated anim al feed.

A n im a l feed  con ta in in g m anganese 
b a citra cin  pow der ora l veterin a ry, w ith  

or w ithou t added su itab le vita m in  sub ­
stances, sha ll b e exem pt from  th e re ­
qu irem ents o f sections 502(1) and 507 
o f th e act w hen  used in  th e amou nts and 
fo r  th e pu rposes in d ica ted  in  § 121.225 
o f th is  chapter.

§ 144.25 Ant ibio t ic  d rags f o r  use  in  
m edicated anim al f e e d  (ant ibio t ic  
m edicated f e e d  p re m ix e s; ant ibio t ic  
m edicated fe e d  concentrates that  
m ust be  di luted with fe e d  ingredients 
be fo re  they  are  f e d ) .

A n y certifia b le an tib iotic dru g su b ject 
to  th e regu la tions in  Pa rts  146a, 146b, 
146c, 146d, and 146e o f th is  ch apter or 
any com b ina tion  o f tw o or m ore such 
drugs, w ith  or w ith ou t those in gred ien ts  
specified in  § 144.26, in tended fo r  use 
solely as an  in gred ien t in  th e m a n u fa c ­
tu re o f an im a l feed  and conspicu ou sly 
so lab eled  sha ll b e exem pt from  th e re ­
qu irem ents o f sections 502(1) and 507 o f 
th e a ct i f  it com plies  w ith  th e fo llow in g 
con d ition s :

(a )  I t  conta ins one or m ore su itab le 
dena tu rants th a t m a ke it u n fit fo r  hu ­
m an  use; and

(b ) Its  la b elin g is such th a t an im a l 
feed  m ixed  a ccord in g to  th e direction s 
conta in ed  th erein  com plies  w ith  the re ­
qu irem ents o f § 144.26.

(c ) I t  conta ins no substance fo r  w hich  
§ 144.26 requ ires  exem ptions  from  cer ­
tifica tion  o f th e m ed ica ted  feeds in  w hich  
it is  used as an  ingredien t, unless p rior 
to  sh ipm ent in  com m erce:

(1 ) Th e m an u fa ctu rer ob ta in ed  a  p er ­
m it from  th e C om m issioner issued u nder 
th e provis ions o f § 144.7 au thorizing 
sh ipm ent fo r  m an u fa ctu rin g use to  such 
estab lishm ent; or

(2 ) Th e opera tor o f th e estab lishm ent 
w h ere such dru g is  to b e m ixed  or d i­
lu ted m eets a ll th e cond ition s fo r  ex ­
em ption  from  certifica tion  o f th e m ed i­
ca ted  feed  estab lished b y th e applicab le 
provis ions o f § 144.26, inclu ding w hen  
requ ired, the submission to, and a ccep t­
ance b y th e C om m issioner o f adequ ate 
in form a tion  o f th e kin d requ ired  b y 
§ 146.10 o f th is  chapter, to  estab lish  th e 
sa fety and efficacy o f th e fin ished m ed i­
ca ted  feed  and to  gu a ra n tee its  iden tity, 
strength , qu a lity, and pu rity.

§ 144.26 A n im al fe e d  containing cert i ­
f iable  ant ibio t ic  drags.

A n im a l feed  con ta in in g pen icillin , 
streptom ycin , ch lortetra cycline, b a citra ­
cin, feed  grade zinc b a citracin , or b a ci­
tra cin  m eth ylene d isa licyla te or any p er ­
m itted  com b ina tion  of. tw o or m ore o f 
these, w ith  or w ithou t added su itab le 
vita m in  substances, sha ll be exem pt from  
th e requ irem ents o f sections 502(1) and 
507 o f th e act w hen  used in  accordan ce 
w ith  § 121.225 o f th is  chapter, and u nder 
th e cond ition s set forth  in  any one o f th e 
fo llow in g pa ragraph s o f th is  section :

(a )  I t  is  intended fo r  use solely as an  
a n im a l feed in g su pplement, it is con ­
spicuously so lab eled, and it is m an u fa c ­
tu red w ith  or w ithou t one, b u t on ly one, 
o f th e follow in g in gred ien ts  in  a qu an ­
tity, b y w eigh t o f feed , as h erein a fter 
in d ica ted :

(1 ) A rsan ilic a cid : N ot less th a n  0.005 
percen t and n ot m ore th an  0 .0 1 percent.

(2 ) Sodiu m  a rsan ila te: N ot less th an
0.005 percen t and not m ore th a n  0.01 
percent.

(3 ) 3 -N itro-4 -h yd roxyph en ol a rsonic 
a cid ; N ot less th an  0.0025 percen t an tt 
n ot m ore th a n  0.0075 percent.

(4 ) Fu razolidone: 0.00083 percent.
(5 ) Fu razolidone 0.00083 percent w ith  

or w ith ou t n itrofu ra zon e 0.0056 percent 
and/or 3-n itro-4-hydroxyphenyla rson ic 
a cid  n ot less th a n  0.0025 percent and not 
m ore th an  0.0075 percent.

(b ) I t  is  in tended fo r  use in  the condi­
tions  set forth  in  any one o f the follow ­
in g su b paragraphs o f th is  pa ragraph :

(1 ) I t  is in tended fo r  use solely in  the 
preven tion  o f coccidiosis  outbreaks in 
pou ltry flocks, its  la b elin g bears adequate 
direction s and w a rn ings fo r  such use, 
and it conta ins  one, b u t on ly one, of the 
fo llow in g in gred ien ts  in  a  quantity, by 
w eigh t o f feed , as h erein a fter indicated:

(1) S u lfaqu in oxa lin e: N ot less than 
0.0125 percen t (o r  i f  it is in tended solely 
fo r  th e p reven tion  o f th e in testina l coc- 
cid ia  E. acervalina in  pou ltry laying 
flocks, n ot less th an  0.005 percen t) and 
n ot m ore th a n  0.025 percent.

( ii)  N itrop h en id e: N ot less tha n  0.0125 
percen t and n ot m ore th an  0.025 percent.

( iii)  N itrofu ra zon e: 0.0056 percent.
( iv )  N 4- a cetyl- N 1- (4 - n itrop h en yl) sul­

fa n ila m id e 0.03 percen t and 3-nitro-4-  
h ydroxyph en yla rson ic acid  0.009 percent.

(v )  Fu razolidone 0.00083 percent, n i­
trofu ra zon e 0.0056 percen t, w ith  or with ­
ou t 3 -  n itro -  4 -  hydroxyphenylarsonic 
acid  n ot less th an  0.0025 percent and not 
m ore th a n  0.0075 percent.

(2 ) It  is in tended fo r  use solely in the 
con trol o f coccidiosis  outbreaks in  poul­
try flocks, its  la b elin g bears adequate 
directions and w a rn ings fo r  such use, and 
it conta ins one, bu t on ly one, of the fol­
low in g ingredien ts in  a  quantity, by 
w eigh t o f feed, as h erein a fter indicated:

( i )  S u lfaqu in oxa lin e: N ot less than 
0.033 percen t and n ot m ore than 0 .10  

percent.
( ii)  N itroph en ide: 0.05percent.
( iii)  N itrofu ra zon e: 0 .0 112  percent.
(3 ) I t  is in tended fo r  use solely in the 

p reven tion  o f ou tb reaks o f histomoniasis 
( “b la ckhea d” ) in  tu rkey flocks, its label­
in g b ears  adequ ate directions and warn ­
in gs  fo r  such use, and it contains one, 
b u t on ly one, o f th e fo llow in g ingredients 
in  a  qu an tity, b y w eigh t o f feed, as here­
in a fter  in d ica ted :

( i)  2 -A m in o-5 -n itroth iazole: 0.05 per­

cent.
( ii)  4 -N itrophen yla rson ic acid: 0.025 

percent
(4 ) I t  is in tended fo r  use solely in the 

con trol o f ou tb reaks o f histomoniasis 
( “b la ckhea d” ) in  tu rkey flocks, its label­
in g b ears adequ ate directions and warn ­
in gs fo r  such use, and it contains 
a m in o-5 -n itroth ia zole in  a quantity, by 
w eigh t o f feed, o f 0 .10  percent.

(5 ) I t  is  in tended fo r  use solely as an 
an th elm in tic fo r  pou ltry or swine, ns 
la b elin g b ears  adequ ate directions an 
w a rn ings fo r  such use, and it contai 
one, b u t on ly one, o f th e follow ing " 
gred ien ts in  a  qu an tity, b y w eight of iee , 
as h erein a fter in d ica ted :

( i )  D i- N - b u tyl tin  dilau ra te 0.07 per­
cent, n icotin e 0.03 percent, and phe
th ia zin e 0.29 percent.

( ii)  N icotin e 0.067 percent, p1“ ® " ' 
th ia zin e 0.60 percent, and 2 ,2  -ainy-
d r o x y - 5 , 5 '- d ic h lo r o d ip h e n y lm e th a n e  v.w

percent.
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(iii) Ph en oth iazin e, n ot less th a n  0.3 
percent and n ot m ore th a n  1.0  percent, 
and n icotine, n ot less th an  0.03 percen t 
and not m ore th an  0.07 percent.

(iv) Ph en oth iazin e, n ot less th a n  0.3 
percent and n ot m ore th an  1.0  percent.

(v) N icotine, n ot less th a n  0.03 p er ­
cent and n ot m ore th an  0.07 percent.

(vi) Sodiu m flu oride 0.3 percen t and 
sodium su lfa te 2 .0  percent.

(vii) C adm iu m anth ra n ila te, 0.044 
percent.

(viii) C adm iu m  oxide, 0.015 percent.
(ix) Sodiu m flu oride, n ot less th a n  0.5 

percent and n ot m ore th an  1.0  percent.
(x ) P ip era zin e dihydrochloride, n ot 

less than 0.18 percent and n ot m ore th an  
0.72 percent (p ipera zin e base 0.1 percen t 
to 0.4 p ercen t).

(xi) P ipera zin e phosphate m on oh y­
drate, not less th an  0.23 percen t and n ot 
more than 0.92 percen t (p ip era zine base 
0.1 percent to 0.4 p ercen t).

(xii) P ip era zin e su lfa te, n ot less th an  
0.21 percent and n ot m ore th an  0.85 per ­
cent (p iperazine base 0.1 percen t to 0.4 
percent).

(xiii) P ip era zin e m onohydrochloride, 
not less than  0.13 percen t and n ot m ore 
than 0.52 percen t (p ip era zine base 0.1 
percent to 0.4 p ercen t).

(xiv) D i- N - b u tyl tin  d ilau ra te 0.07 
percent, p iperazine su lfa te 0 .12  percen t 
and phenothiazine 0.29 percent.

(6 ) It  is in tended  fo r  use solely in  th e 
prevention o f ch ronic resp ira tory disease 
(air-sac in fection ) and hexamitiasis , in  
poultry, b a cteria l sw ine enteritis , and/ 
or bacterial ca lf d ia rrhea ; its  la b elin g 
bears adequate directions and w arn ings 
for such use, and it conta ins, per ton  
of feed, not less th an  50 gram s o f ch lor ­
tetracycline or oxytetra cyclin e or a  com ­
bination o f such dru gs; or, i f  it is  in ­
tended solely fo r  use as an  a id  in  th e 
Prevention o f b a cteria l sw ine enteritis , 
it contains, per ton  o f feed, n ot less th an  
45 grams nor m ore th a n  90 gram s  o f 
Penicillin and streptom ycin  in  a  com b i­
nation conta in ing 16.7 percen t pen icillin , 
if it contains n ot less th an  10 0  gram s  
of ch lortetracycline or oxytetra cyclin e 
or a combination o f such drugs per ton  
of feed, it m ay a lso b e represented fo r  
h^e as an a id  in  th e preven tion  o f syno ­
vitis in pou ltry. W h en  in tended fo r  the

specified in  th is  su bparagraph, it 
way also contain, in  th e am ou nt specified 
0Î > but only one, o f th e in gredien ts  p re-  

by paragraph  (a )  o f th is  section.
(7) (i) i t  jS in ten ded fo r  use solely as 

a treatment fo r  com plica ted, ch ron ic 
,®?)“ ®’tory disease (a ir- s a c in fection ), 
TjUectious sinusitis, b lue comb  (n on sp e-
uic infectious enteritis , m u d fe v e r ) , and
exanntiasis in  pou ltry, and/or b a cteria l 

aunt6 ei ) teritis : its  la b elin g conta ins a d e - . 
wate directions and w arn ings  fo r  such 

W  * nd ^  contains, p er ton  o f feed , n ot 
than 10 0  gram s o f ch lortetra cyclin e 

< ^ Xr etracycline or a  com b in a tion  o f 
m n <7 ^ gs or not less tha n  90 gram s 'n or 

^ an gram s o f pen icillin  and 
in* ?<Tr,mycin in  a com b ina tion  con ta in -  
nrtf i ‘ ^ercent penicillin . I f  it conta ins 
clin 6Sf  ^̂ lan  ^ 0 0  gram s o f ch lortetra cy-  
of J! oxytetracyclin e or a  com b ina tion  
bp drugs per ton  o f feed , it m a y also

contnPf eS! nted *or use 51)3 an  a ii* tn th e 
01 o f synovitis  in  pou ltry. W h en

in ten ded fo r  the uses specified in  th is  
su b paragraph, it m a y a lso conta in , in  
th e am ou nt specified, one, b u t on ly one, 
o f th e ingredien ts prescrib ed b y p a ra ­
graph  H a ) o f th is  section . I f  it is  in ­
tended  fo r  use solely in  pou ltry, it m ay 
conta in  0 .1 p ercen t o f pa ra - am in ob en -  
zoic a cid  or the sodium or potassiu m sa lt 
o f pa ra - am in ob en zoic a cid ; or  i f  it is 
in tended fo r  contin u ation  o f coccidiosis  
p reven tion  it sha ll conta in , in  th e 
am ou nt specified, one o f th e ingredien ts 
prescrib ed  b y su b pa ragraph ( 1 ) o f th is  
pa ragraph . I f  it is in ten ded fo r  use 
solely in  th e trea tm en t o f th e diseases 
o f ch ickens described in  th is  su bpara ­
graph, it conta ins, per ton  o f feed, n ot 
less th an  10 0  gram s and n ot m ore th a n  
2 0 0  gram s o f ch lortetra cyclin e and it 
conta in s n ot less th a n  0.4 percen t and 
n ot m ore th an  0 .8  percen t o f d ieta ry ca l­
ciu m, then  representa tions  m a y be m ade 
in  its  la b elin g to th e effect th a t th e re ­
duced am ou nt o f ca lciu m  a ids in  increas ­
in g th e concentrations o f th e an tib iotic 
in  th e b lood  o f trea ted  b ird s ; the la b elin g 
o f such m ed ica ted feed  sha ll inclu de th a t 
requ ired b y § 121.208 o f th is  chapter. I f  
it is in tended fo r  use solely as a  trea t­
m ent fo r  b a cteria l sw ine en teritis , it m a y 
conta in , per ton  o f feed , n ot less th an  90 
gram s  n or m ore th an  270 gram s o f pen i­
cillin  and s treptom ycin  in  a  com b ina tion  
con ta in in g 16.7 percen t pen icillin , p ro- , 
vided  th a t its  la b elin g b ears a  w a rn in g 
th a t th e feed  is n ot b e b e used fo r  m ore 
th a n  14 days.

( ii)  I t  is also in ten ded fo r  use in  th e 
p reven tion  and con trol o f coccidiosis  in  
ch ickens caused b y E. tenella  and E. 
necatrix; its  la b elin g bears  adequ ate d i­
rections and  w a rn in gs fo r  such use (in ­
clu ding th e d irection s and w a rn ings 
requ ired  b y su b divis ion  ( i)  o f th is  sub -  
p a ra gra p h ) , and it conta ins, per ton  
o f feed , 2 0 0  gram s o f ch lortetra cyclin e 
and  0 .8  percen t o f d ieta ry ca lciu m.

( iii)  I t  is a lso in tended fo r  use in  th e 
trea tm en t o f coccidiosis  in  ch ickens 
caused b y E. tenella  and E. ne ca trix; its 
la b elin g b ears adequ ate directions and 
w a rn ings fo r  such use (in clu d in g the 
direction s and w a rn ings requ ired  b y sub ­
d ivis ion  ( i)  o f th is  s u b p a ra gra p h ); and 
it conta ins, per ton  o f feed, 2 0 0  gram s of 
ch lortetra cyclin e and 0.4 percent to 0.55 
percen t o f d ieta ry ca lciu m.

( 8 ) I t  is in ten ded fo r  use solely in  th e 
p reven tion  o f coccidiosis  and h exa ­
m itia sis  ou tb reaks in  tu rkey flocks, its  
la b elin g b ears adequ ate directions and 
w a rn ings fo r  such use, and  it conta ins 
d i- N - b u tyl tin  d ilau ra te in  a  qu an tity, b y 
w eigh t o f feed , o f 0.0375 percent.

(9 ) I t  is in tended fo r  u se solely in  th e 
preven tion  o f ch ron ic resp ira tory dis ­
ease (a ir- s a c in fection ), in fectiou s  
sinusitis, and  b lue com b  (non specific in ­
fectiou s  en teritis ) in  pou ltry and/or b a c ­
teria l sw ine en teritis ; its  la b elin g bears 
adequ ate directions and w a rn ings fo r  
such use, and it conta ins, per ton  o f 
feed , th e equ iva len t o f n ot less th a n  
50 gram s and n ot m ore th a n  100 gram s 
o f b acitracin , or n ot less th a n  50 gram s 
and  n ot m ore th an  10 0  gram s o f pen i­
cillin , or n ot less th an  50 gram s and n ot 
m ore th an  10 0  gram s o f pen icillin  and 
b a citra cin  in  a com b in a tion  con ta in in g 
n ot less th a n  50 percen t n or m ore th an

75 percen t o f b acitra cin . W h en  in ten d ­
ed  fo r  th e uses specified  in  th is  su bpara ­
graph , it m a y a lso conta in , in  th e am ou nt 
specified, one, b u t on ly one, o f th e in ­
gred ien ts  prescrib ed  b y pa ra gra ph  (a )  
o f th is  section .

(10) I t  is  in tended fo r  use solely in  
th e trea tm en t o f ch ron ic resp ira tory dis ­
ease (a ir- s a c in fec tio n ), in fection s  s i­
nusitis, and  b lu e com b  (n on specific in ­
fectiou s en teritis ) in  pou ltry and/or 
b a cteria l sw ine en teritis ; its  la b elin g 
b ears  adequ ate direction s and w a rn ings 
fo r  such use; and it conta ins, p er ton  
o f feed , th e equ iva len t o f eith er 10 0  

gram s o f pen icillin , or n ot less th an  10 0  

gram s and n ot m ore th an  500 gram s o f 
b a citra cin  (a s  b a citra cin  or zinc b aci­
tr a c in ), or n ot less th an  10 0  gram s and 
n ot m ore th an  2 0 0  gram s o f b a citra cin  
(a s  b a citra cin  m eth ylene d is a licyla te), 
or  n ot less th an  10 0  gram s and n ot m ore 
th a n  500 gram s o f pen icillin  and b aci­
tra cin  (a s  b a citra cin  or zinc b a citra cin ) 
in  a com b ina tion  con ta in in g n ot less th an  
50 percen t n or m ore th a n  75 percen t o f 
b a citra cin  b u t in  no case con ta in in g 
m ore th a n  125 gram s o f pen icillin , or 
n ot less th an  10 0  gram s and n ot m ore 
th an  2 0 0  gram s o f pen icillin  and b aci­
tra cin  (as  b a citra cin  m eth ylene d i­
s a licyla te) in  a  com b ina tion  con ta in in g 
n ot less th an  25 percen t o f pen icillin  
n or less th an  50 percen t o f b a citra cin ; 
except th a t, i f  it  is in ten ded fo r  the 
trea tm en t o f b a cteria l sw ine enteritis , 
it conta ins, p er ton  o f feed, eith er 10 0  

gram s o f b a citra cin  (a s  b acitracin , zinc 
b acitracin , or b a citra cin  m eth ylene d i­
s a licyla te), or  10 0  gram s o f a  com b ina ­
tion  o f pen icillin  and b acitra cin  (as  
b acitra cin , zinc b a citra cin , or b a citra cin  
m eth ylene d is a licyla te), con ta in in g n ot 
less th a n  50 percen t n or m ore th an  75 
percen t o f b acitracin . W h en  in tended 
fo r  th e uses specified in  th is  su b para ­
graph , it m a y also conta in , in  the am ou nt 
specified, one, b u t on ly one, o f th e in ­
gred ien ts prescrib ed b y pa ra graph  (a )  
o f th is section ; Prov ided, how ever, Th a t 
th e level o f an tib iotic or an tib iotic com ­
b ina tion  present is n ot grea ter th an  th e 
m in im u m  am ou nt specified th erefor in  
th is  su b paragraph.

(11 ) I t  is in tended fo r  use solely as a 
trea tm en t fo r  b a cteria l sw ine en teritis  
cau sed b y Salmonella choleraesuis, its  
la b elin g b ears adequ ate directions and 
w a rn ings fo r  such use, and it conta ins 
n itrofu ra zon e in  a  qu an tity, b y w eigh t 
o f feed , o f 0.056 percent.

(12 ) I t  is in ten ded fo r  use solely in  the 
preven tion  o f coccidiosis, ch ron ic res ­
p ira tory disease (a ir- s a c in fection ) and 
hexa m itia sis  in  pou ltry; its  la b elin g 
b ears adequ ate directions and w a rn ings 
fo r  such u se; and it conta ins, in  the 
am ou nt specified, one o f th e ingredien ts  
prescrib ed  b y su b paragraph ( 1 ) o f th is 
pa ra gra ph  and  n ot less th an  50 gram s o f 
ch lortetra cyclin e per ton  o f feed . W h en  
in tended fo r  such uses it m a y also con ­
ta in  oxytetra cyclin e in  a  qu an tity n ot 
less th an  50 gram s per ton  o f feed.

(13 ) I t  is in tended fo r  use solely in  
th e p reven tion  or trea tm en t o f ch ron ic 
resp ira tory disease (a ir- s a c in fection ) 
and in fectiou s sinu sitis in  pou ltry; its  
la b elin g b ears  adequ ate directions and 
w a rn ings fo r  such u se; and  it conta ins
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n ot less th an  0 .1 percen t pa ra - a m in o-  
b enzoic acid  or th e sodium or potassium 
sa lt o f pa ra -a m in ob en zoic acid. ^

(14 ) I t  is in tended solely as an  a id  
in  th e p reven tion  and con trol o f losses 
due to  low - gra d e b a cteria l en teritis  in  
m in k; its  la b elin g b ears  adequ ate direc ­
tion s and w a rn ings fo r  such u se; and  it 
conta ins n ot less th an  5.7 gram s o f 
ch lortetra cyclin e, 1.0  gram  o f b a citracin , 
and 0.75 gram  o f pen icillin  (w ith  or 
w ith ou t oxytetra cyclin e) per ton  o f 
feed.

(15 ) It  is in tended  fo r  use solely as 
an  a id  in  th e preven tion  or trea tm en t 
or to lessen th e m orb id ity in  pou ltry in  
ou tb reaks o f fow l typh oid , pu lloru m, the 
pa ratyphoids, in fectiou s  a rth ritis  due to 
a filtera b le agent, h istom oniasis  (b la ck ­
h ea d ) , hexam itia sis , qu a il disease (u lcer ­
a ted  en ter itis ), pa racolon  in fection , 
a via n  in fectiou s  hepa titis , and coccid i-  
osis, its  la b elin g b ears  adequ ate d irec ­
tions  and w a rn ings fo r  such use; and it 
conta ins  th e fo llow in g qu antities  o f fu ra ­
zolidone, b y w eigh t o f feed, fo r  th e con ­
d itions  in d ica ted :

( i)  F or  the p reven tion  o f fow l typhoid, 
pu lloru m , and th e pa ra typhoids in  b irds 
older th a n  2 w eeks: 0.0055 percent.

( ii)  F or  th e p reven tion  o f th e diseases 
listed  in  su bdivision  ( i)  o f th is  sub -  
pa ra gra ph  in  b irds you nger th an  2  weeks, 
and fo r  th e trea tm en t o f these same con ­
d itions  in  b irds regardless  o f a ge: 0 .0 11 

percent.
( iii)  F or  the p reven tion  o f h is tom on i­

asis (b la ckh ea d ), pa racolon  in fection , 
and in fectiou s  a rth ritis  due to  a  filtera b le 
agent, and fo r  th e p reven tion  and trea t­
m en t o f hexam itiasis  and  qu a il disease 
(u lcera tive en te r itis ) : 0 .0 11 percent.

( iv )  F or  th e trea tm en t o f h is tom on i­
asis (b la ck h ea d ), pa ra colon  in fection , 
and a via n  in fectiou s h epa titis  o f ch ick ­
ens, and to  lessen th e m orb id ity in  ou t­
b reaks o f in fectiou s a rth ritis  due to a 
filtera b le agen t: 0 .0 2 2  percent.

(v )  F or  the p reven tion  o f coccidiosis  
in  ch ickens: 0.0055 percent.

(v i)  F or  the con trol o f coccidiosis  in  
ch ickens: 0 .0 11 percent.

(16) ( i )  I t  is in tended fo r  use solely 
in  th e p reven tion  o f ch ron ic resp ira tory 
disease (a ir- s a c in fec tio n ); its  la b elin g 
b ears  adequate directions and w a rn ings 
fo r  such u se; and it conta ins  n ot less 
th a n  50 gram s o f ch lortetra cyclin e or 
oxytetra cyclin e or a  com b in a tion  o f these 
tw o drugs per ton  o f feed. W h en  in ­
tended  fo r  such use, it m ay also con ta in  
th e equ iva len t o f n ot less th a n  50 gram s  
o f b a citra cin  per ton  o f feed.

( ii)  I t  is also in tended fo r  th e p reven ­
tion  or trea tm en t o f th e diseases o f 
pou ltry specified  in  su b paragraph  (15 ) 
o f th is  pa ra gra ph ; it conta ins one o f the 
in gredien ts in  th e ariiou nt and u nder th e 
cond ition s set fo rth  in  su b divis ion  ( i)  o f 
th is  su b paragraph; and it conta ins fu ra ­
zolidon e in  the am ou nt specified  in  sub- 
pa ra graph  (15) o f th is  paragraph .

(17 ) ( i)  I t  is in tended  fo r  use solely 
as an  a id  in  th e trea tm en t o f ch ron ic 
resp ira tory disease (a ir- s a c in fection ), 
in fectiou s sinusitis, b lu e com b  (nonspe­
cific in fectiou s  en teritis , mu d fever ) in  
pou ltry; its  la b elin g b ears  adequ ate d i­
rections and  w a rn ings fo r  such use; and 
it conta ins n ot less th a n  10 0  gram s o f

ch lortetra cyclin e or oxytetra cyclin e or a 
com b in a tion  o f these tw o drugs per ton  
o f feed . W h en  in tended fo r  such use, 
it m a y a lso con ta in  th e equ iva len t o f n ot 
less th a n  10 0  gram s o f b a citra cin  per ton  
o f feed.

( ii)  I t  is a lso in tended fo r  th e p re ­
ven tion  or trea tm en t o f th e diseases o f 
pou ltry specified in  su b paragraph (15) 
o f th is  pa ra graph ; it conta ins  one o f th e 
in gred ien ts  in  th e am ou nt and  u nder th e 
cond itions set fo rth  in  su bdivision  ( i)  
o f th is  su b pa ragraph; and it conta ins 
fu ra zolidon e in  th e am ou nt specified in 
su b paragraph (15) o f th is  pa ragraph .

(18) ( i)  I t  is in ten ded fo r  use solely in  
the p reven tion  o f ou tbreaks o f coccid ­
ios is  in  pou ltry flocks, and it conta ins 
n ica rb azin  (4 ,4 '- d in itroca rb a n ilid e com ­
p lex  w ith  2 - h yd roxy- 4 - 6 - d im eth ylp yrim -  
id in e) in  a  qu an tity, b y w eigh t o f feed, 
o f n ot less th a n  0 .0 1 percen t and n ot 
m ore th an  0 .0 2  percent, or a rsenoso-  
b enzene in  a  qu antity, b y w eigh t o f 
feed, o f  0.002 percent, or 2,4-d iam ino-5-  
(p - ch lorop h en yl) - 6 -eth ylpyrim id in e in  a 
qu antity, b y w eigh t o f feed, o f 0.00075 
percen t and su lfa qu inoxa line in  a  qu an ­
tity, b y w eigh t o f feed, o f 0.0075 percent, 
or 2,2' - d ih yd roxy-3 ,3' ,5.5'- tetra ch lorod i-  
ph en yl su lfide (b ith ion ol) 0.05 percen t 
and  4 ,6 -d ia m in o- l- (4 - m eth ylm erca p to-  
p h en yl) - l,2 - d ih yd ro- 2 ,2 - d im eth yl- l,3 ,5 -  
tria zin e h yd roch loride (m eth iotria za -  
m in e) 0 .0 1 p ercen t; and  th ere has been 
su b m itted to  th e C omm issioner, in  tr ip ­
lica te, adequ ate in form a tion  o f th e kind 
describ ed in  § 146.10 o f th is  ch apter to 
estab lish  th e s a fety and efficacy o f the 
a rticle and to  gu a ran tee its  id en tity, 
strength , qu a lity, and pu rity. Th e ex ­
em ption  sha ll exp ire a t th e b egin n in g o f 
any a ct ch angin g th e com position  or la ­
b elin g o f such dru g or th e m ethods used 
in  its  m anu factu ring, processing, or pack ­
a gin g or th e fa cilities  and controls  used 
fo r  such m anu factu ring, processing, or 
packaging, unless th e person w ho ob ­
ta in ed  th e exem ption  has su b m itted to  
th e C omm issioner, in  tr ip lica te, amended 
in form a tion  describ ing such proposed 
changes, and such am endm ent has been 
accepted b y th e C omm issioner.

( ii)  I t  is  a lso in tended fo r  th e p reven ­
tion  or trea tm en t o f th e diseases o f 
pou ltry specified in  su b paragraphs ( 6 ) 
and (7 ) and/or (9 ) and (10) or (16 ) and 
(17) o f th is  pa ra gra ph , it conta ins one o f 
th e in gred ien ts  in  th e am ou nt and u nder 
th e cond ition s set fo rth  in  su bdivision ,(i) 
o f th is  su bparagraph, and it conta ins the 
in gred ien ts  in  th e amou nts specified  in  
su b paragraphs ( 6 ) and (7 ) and/or (9 ) 
and (10 ) or (16) and (17) o f th is  p a ra ­
graph , except th a t th e coccid iosta t sha ll 
b e on ly one o f those specified in  su b divi­
s ion  ( i)  o f th is  su b paragraph.

( iii)  I t  is in tended fo r  use in  th e dis ­
eases specified in  subdivis ions ( i ) ,  ( ii)  
and (iv ). o f th is  su b paragraph, it con ­
ta in s in gred ien ts  in  th e amou nts and 
u nder th e cond ition s specified in  those 
subdivisions, and it conta ins  one, bu t 
on ly one, o f the in gredien ts  prescrib ed  by 
pa ra gra ph  (a )  o f th is  section  and in  the 
amou nts specified in  th a t pa ragraph.

(iv )  I t  is a lso in tended fo r  use as an 
ad ju nct in  redu cing th e tapew orm  and 
la rge rou ndw orm  b u rden o f ch ickens so 
trea ted , it conta in s 2 ,2 '- d ih yd roxy-

3 ,3 ',5 ,5 '- tetra ch lorodiphenyl su lfide (b i­
th ion ol), and 4 ,6 -d ia m in o- l- (4 -m eth yl-  
m ercap toph en yl) -  1,2  -  d ih yd ro -  2 ,2  -  d i­
m eth yl- 1,3,5- t r  i a  z i n  e hydrochloride 
(m eth iotr ia za m in e), in  th e amounts and 
u nder th e cond ition s set fo rth  in  sub­
d ivis ion  ( i)  o f th is  su b paragraph.

(19) ( i)  I t  is in tended fo r  use solely in 
th e p reven tion  or con trol o f outbreaks of 
h istom oniasis  (b la ckh ead ) in  turkey 
flocks, and it conta ins 2-acetylam ino-5-  
n itroth ia zole in  a  qu antity, b y w eight of 
feed, o f 0.015 percen t if  intended for the 
p reven tion  o f th e disease, or 0.05 percent 
if  in tended fo r  th e con trol o f th e disease, 
a n d  th ere has been su bm itted to the 
C omm issioner, in  trip lica te, adequate in ­
form a tion  o f th e kind .described in § 146.- 
10  o f  th is  ch apter to estab lish  the safety 
and efficacy o f th e a rticle and to guaran ­
tee its  id en tity, strength , quality, and 
pu rity. Th e exem ption  sha ll expire at 
th e b eginn in g o f any act changing the 
com pos ition  o f such drug, or th e methods 
used in, and th e fa cilities  and controls 
used fo r  its  m anu factu ring, processing, 
and packaging, or in  its  labeling, unless 
th e person w ho ob ta in ed  th e exemption 
has su b m itted to  th e Commissioner, in 
trip lica te, am ended in form a tion  that de­
scribes such proposed changes, and such 
am endm ent has b een  accepted by the 
C omm issioner.

( ii)  I t  is in tended fo r  use in  the dis­
ease specified in  su bdivis ion ( i)  of this 
su b paragraph ; it conta ins the ingredient 
in  th e am ou nt and u nder th e conditions 
specified in  th a t su bdivision ; and it con­
ta in s one, b u t on ly one, o f the ingredients 
prescrib ed  b y pa ra gra ph  (a ) o f this sec­
tion  and in  th e amou nts specified in that 
pa ragraph .

(20) I t  is intended as an  a id in stimu­
la tin g  grow th , th e p reven tion  of coccid­
iosis, la rge rou ndw orm s and tapeworms 
in  ch ickens and tu rkeys and the preven­
tion  o f h exam itiasis  in  turkeys, and it 
conta ins in  a qu an tity, b y w eight of feed, 
a cetyl (p - n itrop h en yl) sulfanilamide
0.03 percen t, d ib u tyl tin  dilau rate 0 .02 

percen t, d in itrodiphenylsu lfonylethyl-  
en ed iam in e 0.02 percent, and 3 -nitro-4- 
h ydroxyph en yla rson ic acid  0.0075 per­
cent.

(21 ) ( i)  I t  is in ten ded for  promoting 
distrib u tion  o f fa t in  chickens and tur­
keys; its  la b elin g b ears adequate direc­
tions and w a rn ings fo r  such use, includ­
in g a  w a rn in g aga inst its  use in  laying 
hens and a  w a rn in g th a t its use must ne 
discontinued 24 hou rs b efore the treateo 
ch ickens or tu rkeys a re slaughtered to 
hu m an consu m ption ; and it contain 
dienestrol d ia ceta te in  a  quantity, oy 
w eigh t o f feed , o f n ot less than O.uu 
percen t and  n ot m ore th an  0.007 per­
cen t; and th ere has b een  submitted 
th e C omm issioner, in  trip licate, adequa

"in form a tion  o f th e kind described 
§ 146.10 o f th is  ch apter to establish tne 
sa fety and efficacy o f th e article &n<? 
gu a ran tee its  id en tity, strength, qua y> 
and pu rity. Th e exem ption  shall expu 
a t th e b egin n in g o f any act changing 
com pos ition  or lab elin g o f such drug _ 
the m ethods used in  and the faci n  
and controls  u sed fo r  its  manu factun > 

processing, and packaging, or ih 
lab eling, unless th e person who obtai 
th e exem ption  has submitted to
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Commissioner, in  trip lica te, am ended 
in form ation  describ ing such proposed 
changes, and such am endm ent has b een  
accepted b y th e C omm issioner.

(ii) It  is also in tended fo r  th e p reven ­
tion or trea tm en t o f th e diseases o f 
poultry specified in  su b paragraphs ( 6 ) 
and (7 ) o f th is pa ra gra ph , it conta ins 
dienestrol d ia ceta te in  th e amou nts and 
under the conditions set fo rth  in  sub ­
division ( i )  o f th is  su bparagraph, and 
it contains th e an tib iotics  in  th e amounts 
specified in  su bparagraphs T6 ) and (7 ) 
of this paragraph .

(iii) It  is also in tended fo r  contin u a ­
tion of coccidiosis preven tion  in  pou ltry, 
it contains dienestrol d ia ceta te in  th e 
amounts and u nder th e cond ition s set 
forth in  su bdivis ion ( i )  o f th is  su b para ­
graph, and it conta ins  one, b u t on ly one, 
of the in gredien ts prescrib ed  b y sub-  
paragraph ( 1 ) o f th is  pa ra graph  and in  
the amounts specified in  th a t sub para ­
graph, or it conta ins one, b u t on ly one, 
of the coccidiostats  prescrib ed  b y sub -  
paragraph (18) o f th is  pa ra gra ph , and 
in the amounts specified in  th a t sub -  
paragraph.

(iv) It  is also in tended fo r  use in  th e 
prevention o f ou tb reaks o f h is tom on -  
iasis (b la ckhead) in  tu rkey flocks, it 
contains dienestrol d ia ceta te in  th e 
amounts and u nder th e cond ition s set 
forth in  subdivision ( i)  o f th is  p a ra ­
graph, and it conta ins one, b u t on ly one, 
of the ingredients prescrib ed  b y sub-  
paragraph (3 ) o f th is  pa ra gra ph  and in  
the amounts specified in  th a t su bpara ­
graph.

(v) It is also in tended fo r  th e p reven ­
tion or trea tm ent o f th e diseases o f pou l­
try specified in  su b pa ragraph (15 ) o f 
this paragraph, it conta ins  dienestrol 
diacetate in  th e amou nts and u nder th e 
conditions set fo rth  in  su bdivision  ( i)  o f 
this subparagraph, and  it conta ins fu ra ­
zolidone in th e amou nts specified in  sub -  
paragraph (15) o f th is  pa ragraph .

(vi) it  is in ten ded fo r  use in  th e dis-  
eases specified in  su bdivisions ( i ) ,  ( i i ) , 
(m ), (iv) and ( v ) , o f th is  su b paragraph, 
it contains ingred ien ts in  the amou nts 
and under th e cond ition s specified  in  
those subdivisions, and it conta ins one, 
out only one, o f th e in gred ien ts  p re ­
scribed by pa ra gra ph  (a )  o f th is  section , 
ana in the amounts specified in  th a t 
Paragraph, i f  it conta ins  one o f th e 

a!-Se comP°u nds prescrib ed in  p a ra -  
f£apa ^  th is  section , its  la b elin g 
“3 ” bear a w a rn ing th a t it mu st b e dis ­
continued 5 days (in s tead  o f 24 hou rs 
th jrwJU*retl in  th is  su b pa ragraph ) b efore

treated chickens or  tu rkeys are 
a l t e r e d  for  hu m an consum ption , 

in fu ■ in tended fo r  use solely
sie i®  Contr° l  o f ou tb reaks o f coccid io-  
m,aIP flocks and it conta ins in  a
quantity, b y w eigh t o f feed , n ot less th a n  

n a n «  ercent an<* n ot m ore th a n  0.006 
t>h n t o f 2,4-d iam ino-5-  (p - ch loro-  
th a n r , et^y^Pyrim idine and n ot less 
On? v?'°* percen t and n ot m ore th a n  
thpro*v!rce?*' su lfaqu inoxa line, and 

subm itted  to th e C om -  
refpmiif trip lica te, th e in form a tion
well t°  m  § 146.10 o f th is  chapter, as 
essn any. ac*ditional in form a tion  n ec-  
of th l toestab lish  the s a fety and efficacy 
titv an<* to gu aran tee Its  iden -

y. strength, qu a lity, and pu rity. Th e
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exem ption  sha ll Expire at the b egin n in g 
o f any a ct ch angin g th e com pos ition  or 
la b elin g o f such d ru g or the m ethods 
used in  its  m an u fa ctu rin g, processing, 
or repa ckaging, or the fa cilities  and con ­
trols  used fo r  such m anu factu ring, 
processing, or repa ckagin g, unless th e 
person w ho ob ta in s th e exem ption  has 
su b m itted  to th e C omm issioner, in  tr ip ­
lica te, am ended in form a tion  describ ing 
such proposed changes and such am end ­
m en t has b een  accepted b y th e C om m is ­
s ioner.

( ii)  It  is in tended fo r  use in  the disease 
specified  in  su bdivision ( i )  o f th is  
su b paragraph, it conta ins  th e in gred i­
ents in  th e amou nts and u nder the con ­
d itions specified in  th a t sub divis ion, and  
it conta ins  one, b u t on ly one, o f th e in ­
gred ien ts  prescrib ed  b y pa ra gra ph  (a ) 
o f th is  section  and in  th e amou nts speci­
fied  in  th a t pa ragraph .

(23 ) I t  is in tended fo r  use solely as an  
a id  in  the redu ction  o f losses du e to  
en terotoxem ia  in  sheep; its  la b elin g 
bears  adequ ate direction s and w a rn in gs 
fo r  such use; and it conta ins n ot less 
th a n  2 0  gram s o f ch lortetra cyclin e per 
ton  o f feed.
. (24 ) I t  is in tended fo r  use in  th e m a in ­

tenance o f w eigh t ga ins o f sw ine in  th e 
presence o f a troph ic rh in itis  or as  an  a id  
in  redu cing th e incidence o f cervica l 
abscesses in  sw ine; its  la b elin g b ears  ade­
qu ate direction s and w a rn ings fo r  such 
use; and it conta ins n ot less th a n  50 
gram s o f ch lortetra cyclin e per ton  o f 
feed.

(25) I t  is a  m edica ted ca ttle feed  con ­
ta in in g ch lortetra cyclin e in  the amou nts 
and fo r  th e pu rposes in d ica ted  in  §1 2 1 .-  
208 o f th is  chapter, and its  la b elin g b ears 
adequ ate direction s and w a rn ings fo r  
such use.

(26) ( i)  I t  is  in tended fo r  use solely 
fo r  a ccelera tin g w eigh t ga in s in' b eef 
ca ttle, and it conta ins a  qu an tity o f d i-  
eth ylstilb es trol adequ ate to p rovid e n ot 
m ore th an  10  m illigra m s  p er hea d per 
day w hen fed  in  accordance w ith  th e 
direction s fo r  use th a t accom pany th e 
feed , and th ere has been su b m itted to th e 
C omm issioner, in  trip lica te, adequ ate in ­
fo rm a tion  o f th e kin d  describ ed in  
§146.10 o f th is  ch apter to estab lish  the 
s a fety and  effica cy o f th e a rticle and to  
gu arantee its  id en tity, strength , qu a lity, 
and pu rity. Th e exem ption  sh a ll exp ire 
a t the b eginn in g o f a n y a ct ch an gin g the 
com pos ition  or  la b elin g o f such dru g or 
the m ethods used in  its  m an u factu rin g, 
processing, packa ging, or in  its  lab eling, 
unless th e person w ho ob ta ined th e ex ­
em ption  has su b m itted to the C om m is ­
s ioner, in  trip lica te, am ended in form a ­
tion  describ ing such proposed changes, 
and such am endm ent has b een  accep ted 
b y th e C omm issioner.

( ii)  I t  is also in tended fo r  th e p reven ­
tion  or trea tm en t o f th e diseases specified 
in  su b paragraph (25 ) o f th is  pa ra gra ph , 
it conta ins  d ieth ylstilb estrol in  the 
am ou nt and u nder th e cond itions set 
fo rth  in  su b divis ion  ( i )  o f th is  su bpara ­
graph, and it conta in s th e a n tib iotic in  
th e am ou nt specified  in  su b paragraph 
(25) o f th is  pa ragraph .

(27 ) I t  is in tended fo r  use as an  a id  
in  m a in ta in in g or  in crea sing egg produ c­
tion , h a tch a b ility o f eggs, p reven tion  o f

ea rly m orta lity o f ch icks w hen  du e to  
organism s th a t a re sen sitive to ch lortet­
ra cyclin e, and fo r  im p rovin g feed  effi­
cien cy as rela ted  to egg p rodu ction ; its  
la b elin g b ears adequ ate direction s and 
w a rn ings fo r  such use; and it conta ins 
n ot less th a n  50 gram s o f ch lortetra ­
cycline per ton  o f feed , except th a t if  it 
is  in tended fo r  use in  th e presence o f 
d isease ou tb reaks it sha ll con ta in  n ot less 
th a n  10 0  gram s o f ch lortetra cyclin e per 
ton  o f feed.

(28) I t  is  in tended fo r  use solely as 
an  a id  in  th e p reven tion  or con trol o f 
ou tb reaks o f h istom oniasis  (b la ckh ead ) 
in  pou ltry flocks, and it conta ins  ca rb a -  
sone in  a  qu antity, b y w eigh t o f feed , 
o f n ot less th a n  0.05 percen t and  n ot 
m ore th an  0 .1 percen t (excep t th a t if  
it  is  in tended fo r  preven tion  o f h is to ­
m oniasis  in  tu rkey flocks  it conta ins  
n ot less th an  0.0375 p ercen t) and  there 
has b een  su b m itted to  th e Com missioner, 
in  trip lica te, adequ a te in form a tion  o f 
th e kin d describ ed in  § 146.10 o f th is  
ch a p ter to  estab lish  th e s a fety and effi­
ca cy o f th e a rticle and to gu a ra n tee its  
id en tity, strength , qu a lity, and  pu rity. 
Th e exem ption  sha ll exp ire a t th e b egin ­
n in g o f any a ct ch an gin g th e com position  
o f such drug, or th e m ethods used in  and 
th e fa cilities  and con trols  used fo r  its  
m anu factu ring, processing, and  packag ­
in g, or in  its  lab eling, unless th e person 
w h o ob ta in ed  th e exem ption  has sub ­
m itted  to th e Com missioner, in  trip lica te, 
am ended in form a tion  th a t describes 
such proposed changes, and such am end ­
m en t has b een  accep ted  b y th e C om m is ­
sioner.

(29) I t  is in tended fo r  use solely as an  
an  a id  in  redu cing the incidence o f b ac­
teria l d ia rrh ea  in  la b ora tory m ice; its  
la b elin g b ears  adequ ate direction s and 
w a rn in gs fo r  such u se; and  it conta ins 
n ot less th a n  10 0  gram s o f ch lortetra ­
cyclin e per ton  o f feed.

(30 ) I t  is  in tended fo r  use as a n  a id  
in  m a in ta in in g or  increasing egg p ro ­
du ction  o f chickens, h a tch a b ility o f eggs, 
p reven tion  o f ea rly m orta lity o f ch icks 
w hen  due to  organism s th a t a re sensi­
tive to  s treptom ycin  and pen icillin , and 
fo r  im p rovin g feed  efficiency o f chickens 
or tin-keys; its  la b elin g b ears  adequ ate 
direction s and  w a rn ings fo r  such use; 
and  it conta ins, p er ton  o f feed , n ot less 
th a n  22.5 gram s and n ot m ore th an  50 
gram s o f pen icillin  and  s trep tom ycin  in  a 
com b ina tion  con ta in in g 16.7 percen t pen ­
icillin , excep t th a t if  it is  in ten ded  fo r  
use in  th e presence o f disease as an  a id  
in  m a in ta in in g or increasing h a tch a b ility 
o f eggs or fo r  the preven tion  o f ea rly 
m orta lity o f chicks, it conta ins 90 gram s  
p er ton  o f fed  o f pen icillin  and s trep to ­
m ycin  in  a  com b ina tion  con ta in in g 16.7 
percen t pen icillin .

(31) I t  is in tended fo r  use in  nu rsing 
sows to stim u la te m ilk  flow ; it conta ins 
10 0  m illigra m s  o f iod in a ted  casein  per 
pou nd ; and its  la b elin g b ears  in form a ­
tion  th a t it is to b e adm in istered  as th e 
com plete ra tion  fo r  3 days b efore fa rrow ­
in g  and u n til p igs  a re w eaned. I t  m a y 
a lso be in tended fo r  use in  th e preven tion  
or  trea tm en t o f b a cteria l sw ine en teritis  
i f  it conta in s th e an tib iotics  in  th e 
am ounts prescrib ed  b y th is  section  for  
th a t disease.
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(32) ( i)  I t  is in tended fo r  use as an  
a id  in  th e con trol o f in fes ta tion  o f la rge 
rou ndw orm s ( Ascaris suis ) ,  n odu la r 
w orm  ( O esophagostemum dentatum ) , 
and w h ip w orm  ( Trichuris  suis ) in  sw in e; 
its  la b elin g b ears  adequ ate d irection s 
and w a rn ings fo r  such use, inclu ding ' 
a  w a rn in g th a t its  u se m u st b e dis ­
continu ed  48 hou rs b efore th e trea ted  
sw ine a re s lau gh tered fo r  hu m an  con ­
su mption. I f  it is a  com plete feed  it con ­
ta in s 6 ,0 0 0  u n its  ( 6  m illigra m s ) o f h ygro-  
m ycin  B  (produ ced b y th e grow th  of 
Streptomyces  hygroscopicus )  per pound, 
or if  it is  a h ygrom ycin  B  feed  su pplement 
or p rem ix  it conta ins n ot m ore th a n  
8 ,0 0 0 ,0 0 0  u nits  ( 8  gra m s ) o f h ygrom ycin  
B  p er pound. I t  conta ins  less th an  50 
gram s o f an tib iotics  per ton  o f fin ish ed 
feed . I f  it is  a  h ygrom ycin  B  feed  
su pplem ent or p rem ix  and it C onta in s 
m ore th a n  8 ,0 0 0 ,0 0 0  u n its  o f h ygrom y­
cin  B  p er pound, it sha ll b e exem pt 
from  certifica tion  on ly if there has b een  
su b m itted to  the C omm issioner, in  tr ip ­
lica te, adequ ate in form a tion  o f th e kind 
describ ed in  § 146.10 o f th is  ch apter to 
estab lish  th e s a fety and efficacy o f th e 
a rticle and to  gu a ra n tee its  id en tity, 
strength , qu a lity, and pu rity. Su ch ex ­
em ption  sha ll exp ire a t the b egin n in g o f 
a n y a ct ch angin g the com pos ition  or 
la b elin g o f such dru g or th e m ethods used 
in  its  m an u fa ctu rin g, processing, or 
pa ckaging, or th e fa cilities  and  controls  
used fo r  such m an u fa ctu rin g, processing, 
or pa ckagin g unless th e person w ho ob ­
ta in ed  the exem ption  has su b m itted to 
th e C om m issioner (in  t r i p l i c a t e )  
am ended in form a tion  describ ing such 
proposed changes, and such am endm ent 
has been  accep ted b y th e C omm issioner. 
W h en  in tended fo r  th e uses specified in  
th is  su b paragraph, it m a y also conta in , 
in  th e am ou nt specified, one, b u t on ly 
one, o f th e in gredien ts prescrib ed  b y 
p a ra gra ph  (a ) o f th is  section . I f  it con ­
ta in s one o f the arsenic compounds p re ­
scrib ed in  such pa ragraph , its  la b elin g 
m u st b ea r a  w a rn in g th a t it mu st be dis ­
con tinu ed  5 days (in  lieu  o f 48 hou rs as 
requ ired  in  th is  su b pa ragraph ) b efore 
th e trea ted  sw ine are s lau gh tered  fo r  
hu m an  consu m ption .

( ii)  I t  is also in tended fo r  th e p reven ­
tion  or trea tm en t o f b a cteria l sw ine en ­
teritis  as specified in  su b paragraphs (9 ) 
and ( 10 ) o f th is  p a ra gra ph ; it conta ins 
h ygrom ycin  B  in  th e amou nts and  u nder 
th e cond ition s set forth  in  su b divis ion
( i)  o f th is  su b paragraph ; and it conta ins  
th e drugs in  the am ou nt specified  in  sub -  
pa ra gra ph s (9 ) and (10) o f th is  p a ra ­
graph. I f  it conta ins one o f the arsenic 
compounds prescrib ed in  pa ra graph  (a ) 
o f th is  section, its  la b elin g m u st b ea r the 
w a rn in g specified in  su bdivis ion ( i)  o f 
th is  su b paragraph.

( iii)  I t  is also in tended fo r  th e p reven ­
tion  and trea tm en t o f b a cteria l sw ine 
enteritis , it conta ins h ygrom ycin  B  in  th e 
amou nts and u nder th e cond ition s set 
fo rth  in  su bdivision  ( i)  o f th is  su bpara ­
graph, and it conta ins pen icillin  and 
streptom ycin  in  th e amou nts specified  in  
su bparagraphs (6 ) and  (7 ) o f th is  p a ra ­
graph. I f  it conta ins one o f th e arsenic 
compounds prescrib ed  in  pa ra gra ph  (a )  
o f th is  section , its  la b elin g m u st b ea r th e

w a rn in g specified in  su b divis ion ( i)  o f 
th is  su bparagraph.

( iv )  I t  is  a lso in tended  fo r  th e p re ­
ven tion  and  trea tm en t o f b a cteria l 
sw ine enteritis , fo r  th e m a in ten an ce o f 
w eigh t ga ins o f sw ine in  th e presence 
o f a troph ic rh in itis  and fo r  redu cing 
th e incidence o f cervica l abscesses in  
sw ine, it conta ins h ygrom ycin  B  in  th e 
amou nts and  u nder th e cond itions set 
fo rth  in  su bdivision  ( i)  o f th is  sub para ­
graph , and it conta ins, p er pou nd  o f 
feed , 0.025 gra m  (50 gram s p er ton ),  
o f th e ch lortetra cyclin e; except th a t if 
it is in tended  fo r  u se in  th e trea tm en t o f 
b a cteria l sw ine en teritis  it sha ll conta in , 
per pou nd o f feed , 0.05 gra m  (100 grams 
per ton ) o f ch lortetra cy cline.

(33 ) I t  is in tended fo r  use as an  a id  
in  redu cing th e incidence and severity 
o f b loa t in  ca ttle on  legu m e pastu res; it 
conta ins a  qu an tity o f proca in e p en icil­
lin  tha t, w hen  used as d irected  in  the 
lab eling, is su fficient to  fu rn ish  each  
trea ted  b ovin e an im a l n ot less th a n  75,- 
0 0 0  u nits  as a  s in gle d a ily dose; and, if  
the dru g su pplem ent used to prepa re th e 
m ed ica ted  feed  conta ins m ore th a n  2  

p ercen t m oistu re, its  m an u fa ctu rer has 
su b m itted to th e C om m issioner in form a ­
tion  adequ ate to  p rove I t s  s ta b ility fo r  
6  m onths u nder cu stom ary1 conditions o f 
pu rchase and use.

(34) I t  is in tended fo r  use as an  a id  
in  th e redu ction  o f b a cteria l d ia rrh ea  in  
d a iry ca ttle or as an  a id  in  redu ction  o f 
losses due to  resp ira tory in fection  (in ­
fectiou s rh in otra ch eitis— sh ipping fever  
com p lex) or as an  a id  in  the preven tion  
o f foo t rot in  ca ttle; its  la b elin g b ears 
adequ ate direction s and  w a rn ings fo r  
such uses; and it conta ins th e fo llow in g 
qu antities  o f ch lortetra cycline, b y w eigh t 
o f feed , fo r  th e conditions in d ica ted :

( i)  F or  the p reven tion  o f foot rot and 
as an  a id  in  th e redu ction  o f b a cteria l 
d ia rrhea  in  d a iry ca ttle: 0 .1 m illigra m  
per pou nd o f b ody w eigh t p er day.

( ii)  As an  a id  in  redu ction  o f losses 
due to resp ira tory in fection  (in fectiou s  
rh in otra ch eitis— sh ipping f e v e r  com ­
p lex ) in  da iry ca ttle: 0 .1 m illigra m  per 
pou nd o f b ody w eigh t p er day, except 
th a t if  it is in tended  fo r  use fo r  m ore 
th a n  30 days it m a y conta in  ch lortetra ­
cycline, in  a qu an tity b y w eigh t o f feed  
to p rovid e 70 m illigra m s  p er head  per 
day.

(35) I t  is in tended fo r  use solely as an  
a id  in  th e preven tion  o f coccidiosis  and  
as an  a id  in  stim u la tin g grow th  in  
ch icken  flocks; its  la b elin g b ears  ade ­
qu ate direction s and w a rn ings fo r  such 
use, inclu ding a  w a rn in g a ga in st its  use 
in  la yin g hens and  a  w a rn in g th a t its  
use m u st b e discontinu ed 5 days b efore 
th e trea ted  ch ickens a re s lau gh tered  fo r  
hu m an  consu m ption ; and it conta ins in  
a  qu antity, b y w eigh t o f feed , 0.03 p er ­
cen t a cetyl (p a ra n itrop h en yl) su lfa n ila ­
m ide, 0.025 percen t 3,5 -d in itrob enza -  
m ide, and  0.005 percen t 3 -n itro- 4 - h y-  
d roxyph en yla rson ic a cid ; it con ta in s less 
th a n  50 gram s o f an tib iotics  per ton  o f 
feed ; and th ere has b een  su b m itted to  
th e C omm issioner, in  trip lica te, adequ ate 
in form a tion  o f th e kin d  described in  
§ 146.10 o f th is  ch a p ter to  estab lish  th e 
s a fety and  effica cy o f th e a rticle and to  
gu a ra n tee its  id en tity, strength , qu a lity,

and pu rity. Th e exem ption  sha ll expire 
a t th e b eginn in g o f a n y a ct changing 
th e com pos ition  o f such drug, or the 
m ethods used in , and th e fa cilities  and 
controls  u sed fo r  its  m anu factu ring, 
processing, and packaging, or in  its 
la b eling, unless th e person w ho obtained 
th e exem ption  has su b m itted to  the Com­
m issioner, in  trip lica te, am ended in for ­
m a tion  th a t describes such proposed 
changes, and such am endm ent has been 
accepted b y th e C omm issioner.

(36) I t  is in tended fo r  use solely as an 
a id  in  stim u la tin g grow th  in  chickens 
and tu rkeys and as an  a id  in  the pre­
ven tion  o f ou tb reaks o f histomoniasis 
(b la ckh ea d ) in  ch ickens and  turkeys and 
hexa m itia sis  in  tu rkeys ; its  labeling 
b ears adequ ate direction s and warnings 
fo r  such use, in clu ding a  w a rn in g against 
its  use in  la yin g hens and a  warning 
th a t its  use m u st be discontinued 24 
hou rs b efore th e trea ted  chickens or 
tu rkeys a re s lau gh tered  fo r  human con­
su m ption ; and it conta ins  nithiazide 
( l- e th y l- 3 - ( 5 - n itro - 2 - th ia zolyl) u rea) in 
a  qu an tity, b y w eigh t o f feed, o f not less 
th a n  0.0125 percen t and n ot m ore than 
0.04 percen t; it conta in s less than 50 
gram s o f an tib iotics  p er ton  o f feed; and 
th ere h a s -b een  su b m itted to the Com­
m issioner, in  trip lica te, adequ ate in for ­
m a tion  o f th e kin d described in  § 146.10 
o f th is  ch apter to  estab lish  the safety 
and efficacy o f th e a rticle and to guar­
antee its  id en tity, strength , quality, and 
pu rity. Th e exem ption  sha ll expire at 
th e b eginn in g o f a n y a ct changing the 
com position  or la b elin g o f such drug or 
th e m ethods used in  and the facilities 
and controls  u sed fo r  its  manufacturing, 
processing, and packaging, or in its 
la b eling, unless th e person w ho obtained 
th e exem ption  has su bm itted to the 
C omm issioner, in  trip lica te, amended 
in form a tion  describ ing such proposed 
changes, and  such am endm ent has been 
accepted b y th e Commissioner. When 
in tended fo r  th e uses specified in  this 
su b paragraph, it m a y also contain, m 
th e am ou nt specified, one, bu t only one, 
o f th e in gred ien ts  prescrib ed by para ­
graph  (a )  o f th is  section. I f  it c °nt^ ®  
one o f th e arsenic compounds prescribed 
in  pa ra graph  (a )  o f th is  section, its 
la b elin g m u st b ea r a  w a rn ing that it 
m u st be discontinu ed 5 days (instead o 
24 hou rs as requ ired  in  th is  subpara­
g ra p h ) b efore th e trea ted  chickens or 
tu rkeys a re s lau gh tered  for  human 

consu m ption. .
(37 ) I t  is in tended fo r  use solely m 

the preven tion  o f outbreaks o f coccidio­
sis and as an  a id  in  stim u lating &rowt 
in  ch icken  flocks; its  la b eling bears a 
qu ate directions and w arnings sl* 
use, in clu d in g a  w a rn in g aga inst its 
in  la yin g hens and a  w a rn in g th a t its 
mu st b e discontinu ed 4 days before 
trea ted  ch ickens a re slaughtered “  
hu m an  consu m ption ; and ^
glyca rb ylam ide (4 ,5 - im id a zo le -d ica r o o x

a m ide) in  a  qu antity, b y w eigh t o i l e ® ’ 
o f n ot less th a n  0 .0 0 2  percent and noi 
m ore th an  0.006 percen t; it contains i 
th an  50 gram s o f antib iotics  per ton 
feed ; and th ere has been submitted to 

th e C omm issioner, in  trip licate, adoQ . 
in form a tion  o f th e kind de.sc^ | ^ f the 
§ 146.10 o f th is  ch apter to establish t
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safety and efficacy o f th e a rticle and to 
guarantee its  id en tity, strength , qu a lity, 
and purity. Th e exem ption  sha ll exp ire 
at the b eginning o f a n y a ct ch a n gin g th e 
composition o f such drug, or the m ethods 
used in, and th e fa cilities  and controls  
used for  its  m a nu factu ring, processing, 
and packaging, or in  its  lab eling, unless 
the person w ho ob ta ined the exem ption  
has submitted to th e C omm issioner, in  
triplicate, am ended in form a tion  th a t de­
scribes such proposed changes, and such 
amendment has b een  accepted b y th e 
Commissioner. W h en  in tended fo r  th e 
uses specified in  th is  su bparagraph, it 
may also conta in , in  th e am ou nt speci­
fied, one, bu t on ly one, o f th e in gredien ts 
prescribed b y pa ra gra ph  (a )  o f th is  sec­
tion. I f  it conta ins one o f th e arsenic 
compounds prescrib ed in  such p a ra ­
graph, its  la b elin g sha ll b ea r a w a rn in g 
that it must be discontinu ed 5 days (in  
lieu of 4 days as requ ired  in  th is  su bpara ­
graph) b efore th e trea ted  ch ickens are 
slaughtered fo r  hu m an consum ption .

(38) It is in tended fo r  use solely fo r  
accelerating w eigh t ga ins in  sheep; its  
labeling bears adequ ate directions and  
warnings fo r  such use, inclu ding a  w a rn ­
ing that its use m u st b e discontinu ed 48 
hours b efore th e trea ted  an im als  a re 
slaughtered fo r  hu m an consu m ption ; it 
contains a qu an tity o f d ieth ylstilb estrol 
adequate to p rovide n ot m ore th a n  2  

milligrams per head per day w hen  fed  
in accordance w ith  the direction s fo r  use 
that accompany th e feed ; it conta ins  less 
than 50 grams o f an tib iotics  per ton  o f 
feed; and there has been  su b m itted to 
the Commissioner, in  trip lica te, a de ­
quate in form ation  o f th e kin d described 
m § 146.10 o f th is  chapter to estab lish  the 
safety and efficacy o f th e a rticle and to  
guarantee its  id en tity, strength , qu a lity, 
and purity. Th e exem ption  sha ll expire 
at the beginning o f a n y act ch angin g th e 
composition or la b elin g o f such drug, or 
the methods used in  its  m anu factu ring, 
Processing, and pa ckaging, or in  its  la b el-  
tng, unless the person w h o ob ta in ed the 
exemption has su bm itted to th e C om m is ­
sioner, in trip lica te, am ended in form a ­
nt? describ ing such proposed changes,
. ^  ®uch am endm ent has been accepted 
oy the Commissioner.

?  k  intended fo r  use solely as 
am m  the p reven tion  or trea tm en t 

Pa ra typhoid , and pu l-  
lnf!? 11 “ Sease and as an  a id  in  stim u -  
h n w  ^ ow th  ^  p 0 Uitry flocks; its  la -  
B hears adequ ate direction s and 
j lngs for  such use, in clu ding a  w a rn -  

a its  use in  la yin g hens and
its  use m u st b e discon-  

m 4 8  hours b efore -the trea ted  a n i-  
s lau ghtered fo r  hu m an  con -  

b en za t^ ’ and it conta ins 3,5 -d in itro-  
fepd a?ilde ,Ju  a qu antity, b y w eigh t o f 
nnt m êss th an  0.075 percen t and 
less f?re t?an 0 1 5  Percen t; it conta ins  
ton n t * 1 grams o f an tib iotics  per 
m L i  f eedi and th ere has been sub -  
caip the Comm issioner, in  tr ip li-  
desf*’v iK ^ ^ ate h iform a tion  o f the kind 
J E S S ?  &  § 146.10 o f th is  ch apter to 

articl?^  r ! ie ,sa fety and efficacy o f th e 
strenptv?nd gu ara ntee its  id en tity, 

and Pu rhy-  Th e ex -  
any s h a 11 expire a t th e b egin n in g o f

t changing th e com pos ition  or

la b elin g o f such drug, or the m ethods 
used in  and th e fa cilities  and con trols  
u sed fo r  its  m an u factu rin g, processing, 
and packa ging, or in  its  la b eling, unless 
th e person w ho ob ta in ed th e exem ption  
has su b m itted to th e C omm issioner, in  
trip lica te, am ended in form a tion  th a t de­
scrib es such proposed changes, and such 
am en dm ent has b een  accep ted  b y th e 
C omm issioner. W h en  in tended for, th e 
uses specified in  th is  su b paragraph, it 
m a y a lso conta in , in  th e am ou nt speci­
fied , one, b u t on ly one, o f th e ingredien ts  
prescrib ed  b y pa ra gra ph  (a )  o f th is  sec­
tion . I f  it conta ins  one o f th e arsenic 
com pou nds prescrib ed in  pa ra graph  (a ) 
o f th is  section , its  la b elin g m u st b ea r a 
w a rn in g th a t it m u st b e discontinu ed 5  

days (in  lieu  o f 48 hou rs as requ ired  in  
th is  su b paragraph ) b efore tiie trea ted  
ch ickens or tu rkeys a re s lau gh tered  fo r  
hu m an consu m ption.

(40) I t  is in tended as an  a id  in  m a in ­
ta in in g or in crea sin g egg produ ction , 
h a tch a b ility o f eggs, redu ction  o f th e 
effects  o f stress, p reven tion  o f ea rly m or ­
ta lity o f ch icks, and redu ction  o f th e e f ­
fects  o f diseases w hen  due to organism s 
th a t a re sensitive to b a citra cin  or to  a 
m ixtu re o f b a citra cin  and pen icillin , fo r  
m a in ta in in g appetite and fo r  im p rovin g 
feed  efficiency as rela ted  to  egg produ c­
tion ; its  la b elin g b ears adequ ate d irec ­
tions and w a rn in gs fo r  such use; and it 
conta ins, per to n 'o f feed , th e equ iva len t 
o f 50 gram s  o f b a citra cin  or a  m ixtu re 
o f 37.5 gram s o f b a citra cin  and 12.5 
gram s o f pen icillin  w hen  fed  du ring th e 
firs t 4 to  6  w eeks o f egg produ ction , and 
n ot less th a n  th e equ iva len t o f 10  grams 
o f b a citra cin  or a  m ixtu re o f 7 .5  gram s 
o f b a citra cin  and 2.5 gram s o f pen icillin  
w hen  fed  du rin g th e rem a in der o f th e 
la yin g  period ; excep t th a t i f  it is  in ­
tended fo r  u se to increa se eg g  h a tch a ­
b ility or p reven tion  o f ea rly m orta lity 
o f ch icks or fo r  use in  th e presence o f 
disease ou tb reaks or du rin g periods o f 
stress, it sha ll conta in , per ton  o f feed, 
th e equ iva len t o f 10 0  gram s o f b a citra cin  
or a m ixtu re o f 75 gram s o f b a citra cin  
and 25 gram s o f pen icillin , and except 
th a t if  it is a sta rter ra tion  fo r  chicks fo r  
th e pu rpose o f p reven tin g ea rly m orta lity 
o f ch icks du e to su sceptib le organisms, 
it m a y conta in , per ton  o f feed, 10 0  gram s 
to  500 gram s  o f a com b in a tion  o f p en i­
cillin  and b a citra cin  (a s  b a citra cin  or 
zinc b a citra cin ) con ta in in g n ot less th an  
50 percen t and n ot m ore th an  75 percen t 
o f b a citracin , b u t in  n o case m ore th an  
125 gram s o f penicillin .

(41) ( i)  I t  is in tended  fo r  use as an  
a id  in  redu cing th e spread o f leptospirosis  
in  sw in e; it conta ins  2 0 0  gram s o f ch lor-  
tetra cyclin e per ton  o f feed ; and its  la ­
b elin g b ears  in form a tion  th a t it is to be 
adm in istered continu ou sly.

( ii)  I t  is  in tended fdj^u se solely as an  
a id  in  redu cing th e shedding o f lep to-  
spira e in  sw ine and as an  a id  in  redu cing 
a b ortion  ra te and m orta lity o f new b orn  
pigs  in  th e presence o f lep tosp iros is ; it 
conta ins 400 gram s  o f ch lortetra cyclin e 
p er ton  o f feed ; and its  la b elin g b ears 
in form a tion  th a t it is to b e adm in istered 
to  th e an im als  fo r  14 days.

(42) I t  is a m ed ica ted  ch icken, tu rkey, 
and  sw ine feed  con ta in in g certifia b le 
an tib iotics  and n ysta tin  in  th e amou nts

and fo r  th e pu rposes in d ica ted  in  § 1 2 1 .-  
2 2 0  o f th is  ch a p ter; its  la b elin g b ears 
adequ ate direction s and  w a rn in gs  fo r  
such use; and  th ere has b een  su b m itted 
to  th e C omm issioner, in  trip lica te, ade ­
qu ate in form a tion  o f th e kin d describ ed 
in  § 146.10 o f th is  ch a p ter to estab lish  
th e sa fety and efficacy o f th e a rticle and 
to gu a ran tee its  id en tity, strength , qu a l­
ity, and pu rity. Th e exem ption  sha ll ex ­
p ire a t th e b egin n in g o f a n y a ct ch a n g ­
in g  th e com pos ition  o f such dru g, or th e 
m ethods used in, and the fa cilities  and 
controls  u sed fo r  its  m an u factu rin g, 
processing, and pa ckaging, or in  its  la ­
b elin g, unless the person  w ho ob ta in ed  
th e exem p tion  has su b m itted to  th e 
C omm issioner, in  trip lica te, am ended in ­
form a tion  th a t describes such proposed 
changes, and  such am en dm ent has b een  
accep ted  b y th e C omm issioner.

(43) I t  is in tended fo r  use solely as an  
a id  in  redu cing th e incidence o f vib rion ic 
ab ortion  in  b reedin g sheep; its  la b elin g 
b ears  adequ ate direction s and w a rn ings 
fo r  such use, inclu ding in form a tion  th a t 
it is  to b e adm in is tered continu ou sly 
du ring p regn a n cy; and it conta ins 
ch lortetra cyclin e in  a  qu an tity th a t, 
w hen adm in istered  as d irected  in  its  
la b elin g, w ill p rovid e a tota l d a ily dose 
o f 80 m illigra m s  per an im al.

(44 ) I t  is a  m ed ica ted  ch icken or 
tu rkey feed  con ta in in g an tib iotics  and  
am proliu m , w ith  or w ith ou t arsaniliq 
acid , in  th e amou nts and fo r  th e pu r ­
poses in d ica ted  in  § 12 1.2 10  o f th is  ch a p ­
ter, and its  la b elin g b ears  adequ a te d i­
rection s and w a rn in gs fo r  such use; P ro ­

vided, how ever, Th a t such m ed ica ted  
com plete feed  has b een  p rep a red  from  
a  concen trated  a m proliu m -a n tib iotic 
m ed ica ted  feed  th a t conta in ed  n ot m ore 
th a n  0.05 percen t am proliu m . I f  th e 
com plete m ed ica ted  feed  is  prepa red 
from  a p rodu ct o f am proliu m  th a t con ­
ta in s m ore th an  0.05 percen t o f th e drug, 
it is  exem p t from  certifica tion  on ly u n ­
der th e cond ition  th a t th ere has b een  
su b m itted to th e Com missioner, in  tr ip li ­
ca te, adequ ate in form a tion  o f th e kind 
describ ed in  § 146.10 o f th is  ch apter to  
estab lish  th e s a fety and  efficacy o f th e 
a rticle and to gu a ran tee its  id en tity, 
strength , qu a lity, and pu rity. Th e ex ­
em ption  sha ll exp ire a t th e b eginn in g o f 
any a ct ch an gin g th e com position  or 
la b elin g o f such drug, or th e m ethods 
used in  and  th e fa cilities  and controls  
u sed fo r  its  m anu factu ring, processing, 
and packaging, or  in  its  la b eling, unless 
th e person  w ho ob ta in s th e exem ption  
has su b m itted to th e C omm issioner, in  
trip lica te, am ended in form a tion  th a t 
describes such proposed changes, and 
such am en dm ent has b een  accepted  b y 
th e C omm issioner. B oth  concentrates 
and fin ish ed  p ou ltry feed  con ta in in g 
am proliu m  m u st com ply w ith  a ll the 
requ irem ents  o f § 12 1.2 10  o f th is  ch ap ­
ter, in clu d in g lab eling.

(45 ) I t  is  a  m ed ica ted  ch icken  or 
tu rkey feed  con ta in in g an tib iotics  and 
zoa lene, w ith  or w ithou t a rsan ilic acid , 
in  th e amou nts and fo r  th e pu rposes in ­
d ica ted  in  § 121.207 o f th is  ch apter; 
Prov ided, how ever, Th a t such m edica ted 
com plete feed  has been p rep a red  from  a 
concen trated  zoa len e-a n tib iotic m ed i­
ca ted  feed  th a t conta ined n ot m ore th an
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0.0375 percen t zoa lene. I f  th e com plete 
m ed ica ted  feed  is  p repa red  from  a  p rod ­
u ct o f zoa lene th a t conta in s m ore th an  
0.0375 percen t zoa lene, it is exem p t from  
certifica tion  on ly u nder th e con d ition  
th a t th ere has b een  su b m itted to  the 
C omm issioner, in  trip lica te, adequ ate in ­
form a tion  o f th e kin d describ ed in  § 146.- 
10  o f th is  ch apter to estab lish  th e s a fety 
and efficacy o f th e a rticle and to gu a ra n ­
tee its  id en tity, s trength , qu a lity, and 
pu rity. Th e exem ption  sha ll exp ire at 
th e beginnings o f any act ch an gin g th e 
com position  or la b elin g o f such dru g, or 
th e m ethods used in  and th e fa cilities  
and controls  used fo r  its  m an u fa ctu rin g, 
processing, and packaging, or in  its  
la b elin g, unless th e person w h o ob ta ins 
th e exem ption  has su b m itted to th e C om ­
m issioner, in  trip lica te, am ended in fo r ­
m a tion  th a t describes such proposed 
changes, and such am endm ent has been 
accepted b y th e C omm issioner. B oth  
concentrates and com plete p ou ltry feed  
con ta in in g zoa lene m u st com ply w ith  a ll 
th e requ irem ents o f -§ 121.207 o f th is  
ch apter, in clu d in g la b elin g.

(46) I t  is a  m in k feed  con ta in in g 
ch lortetra cyclin e, in  th e amou nts and fo r  
th e pu rposes in d ica ted  in  § 121.225 o f th is  
ch apter, and its  la b elin g b ears  adequ ate 
direction s and w a rn in gs fo r  such use.

(47) I t  is  a  phea sant feed  con ta in in g 
b acitra cin , zin c b a citracin , or b a citra cin  
m eth ylen e d is a licyla te and pen icillin , in  
th e amou nts and fo r  th e pu rposes in d i­
ca ted in  § 121.225 o f th is  chapter, and 
its  la b elin g b ears  adequ ate d irection s and 
w a rn ings fo r  such use.

(48) I t  is  a  qu a il feed  con ta in in g b a ci­
tra cin  and pen icillin , in  th e amou nts and 
fo r  th e pu rposes in d ica ted  in  § 121.225 o f 
th is  chapter, and its  la b elin g b ears  ade ­
qu ate direction s and w a rn ings fo r  such 

use.
(49 ) I t  is  a m edica ted ch icken or tu r ­

key feed  con ta in in g an tib iotics  and re-  
serp ine in  th e amou nts and fo r  the pu r ­
poses in dica ted  in  § 121.205 o f th is  
ch ap ter; its  la b elin g b ears adequ ate d i­
rections and w a rn in gs fo r  such use; and 
th ere has  been  su b m itted to th e C om ­
m issioner, in  trip lica te, adequ ate in fo r ­
m a tion  o f the kin d describ ed in  § 146.10 
o f th is  ch apter to estab lish  th e sa fety 
and  efficacy o f th e a rticle and to  gu a ra n ­
tee its  id en tity, strength , qu a lity, and 
pu rity. Th e exem ption  sha ll exp ire a t 
th e b egin n in g o f a n y a ct ch angin g th e 
com pos ition  o f such drug, or the m ethods 
used in , and th e fa cilities  and controls  
u sed fo r  its  m an u fa ctu rin g, processing, 
and pa ckaging, or in  its  la b elin g, unless 
th e person w ho ob ta in ed th e exem ption  
has su b m itted to th e C omm issioner, in  
trip lica te, am ended in form a tion  th a t de ­
scrib es such proposed changes, and such 
am endm ent has b een  accepted b y the 
C omm issioner.

(50) I t  is a  m edica ted ch icken  feed  
con ta in in g an tib iotics  and h ygrom ycin  
B  in  th e amou nts and fo r  the purposes 
in d ica ted  in  § 121.213 o f th is  chapter, 
and its  la b elin g bears  adequ ate directions  
and w a rn ings fo r  such use: Prov ided, 
how ever, Th a t such m ed ica ted  com plete 
feed  has been  prep a red  from  a  feed  add i­
tive concen tra te th a t conta ins n ot m ore 
th a n  32 gram s o f h ygrom ycin  B  per ton . 
I f  th e m edica ted feed  is  prepa red from
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a  feed  add itive concentra te con ta in in g 
m ore th a n  32 gram s o f h ygrom ycin  B  p er 
ton , it is exem pt from  certifica tion  on ly 
u nder th e con d ition  th a t th ere has b een  
su b m itted to  th e C om m issioner, in  tr ip li­
ca te, adequ a te in form a tion  o f th e kin d 
describ ed in  § 146.10 o f th is  ch a p ter to  
estab lish  th e s a fety and effica cy o f th e 
a rticle and to gu arantee its  id en tity, 
strength , qu a lity, and pu rity. T h e  ex ­
em ption  sha ll exp ire a t th e b eginn in g 
o f a n y a ct ch a n gin g th e com pos ition  or 
la b elin g o f such drug, or th e m ateria ls  
u sed in , and  th e fa cilities  and controls  
u sed for, its  m an u factu rin g, processing, 
and packa ging, or in  its  la b eling, unless 
th e person w h o ob ta in ed  th e exem ption  
has su b m itted  to  th e Com missioner, in  
trip lica te, am ended in form a tion  th a t 
describes such proposed changes, and 
such am endm ent has b een  accepted b y 
th e C omm issioner.

(51 ) I t  is  a  m ed ica ted  ch icken or tu r ­
key feed  con ta in in g b acitracin , b a citra ­
cin  m eth ylen e disa licyla te, or zinc b aci­
tra cin  or a  com b in a tion  o f one o f these 
w ith  pen icillin , in  th e amou nts and  fo r  
th e pu rposes in d ica ted  in  §§ 121.232, 
121.233, and 121.252 o f th is  chapter, and 
its  la b elin g b ears  adequ ate direction s and 
w a rn in gs fo r  such use.

(52) I t  is  a  ca ttle feed  con ta in in g zinc 
b acitra cin , w ith  or w ith ou t d ieth ylstilb es-  
trol, in  th e amounts, and fo r  th e purposes 
in d ica ted  in  § 121.225 or § 121.241 o f th is  
chapter, and  its  la b elin g b ears  adequ ate 
direction s and w a rn in gs fo r  such use; 
Prov ided, how ever, Th a t i f  such feed  con ­
ta in s d ieth ylstilb estrol it is exem pt from  
certifica tion  on ly u nder th e cond ition  
th a t th ere has b een  su b m itted to  th e 
Comm issioner, in  trip lica te, adequ a te in ­
fo rm a tion  o f th e kin d described in  
§ 146.10 o f th is  ch apter to estab lish  th e 
s a fety and  effica cy o f th e a rticle and to 
gu a ra n tee its  id en tity, strength , qu a lity, 
and pu rity. Th e exem ption  sha ll exp ire 
a t th e b eginn in g o f any a ct ch an gin g 
th e com pos ition  or  la b elin g o f such dru g 
or th e m ethods used in  its  m a n u fa ctu r ­
ing, processing, packaging, or  in  its  la b el­
in g, unless th e person  w h o ob ta in ed  the 
exem ption  has su b m itted to  th e C om m is ­
s ioner, in  trip lica te, am ended in form a ­
tion  th a t describes such proposed 
changes, and  such am endm ent has been 
accep ted b y th e C omm issioner.

(53) I t  is  a  m ed ica ted  feed  fo r  tu r ­
keys and conta in s ch lortetra cyclin e h y ­
d roch loride and d ieta ry ca lciu m  in  the 
amou nts and fo r  th e pu rposes in dica ted  
in  § 121.208(d), Ta b le U  Item  12, o f th is  
ch ap ter; and its  la b elin g b ears  adequ ate 
direction s and w a rn ings fo r  such use.

(54) I t  is a  m edica ted  feed  fo r  grow ­
in g b roiler and replacem ent ch ickens; it 
conta ins am proliu m , eth opab a te (m eth -  
yl- 4 - a ceta m id o-2 - eth oxy b en zoa te), and 
antib iotics , w ith  or  w ith ou t arsanilic 
acid, in  the am ou nts and fo r  th e pu r ­
poses in d ica ted  in  § 12 1.2 10  o f th is  ch ap ­
ter; and its  la b elin g b ears  adequ ate d i­
rections and w a rn ings fo r  such use; 
Prov ided, how ever, Th a t such m edica ted 
com plete feed  has been prepa red from  a  
concen trated  m edica ted feed  th a t con ­
ta in ed  n ot m ore th a n  0.05 percen t am pro ­
liu m  and n ot m ore th an  0.0016 percen t 
eth opab a te I f  th e m ed ica ted  feed  is 
prepa red  from  a  produ ct th a t conta ins

m ore th a n  0.05 percen t am proliu m  and 
m ore th a n  0.0016 percen t ethopabate, it 
is exem p t from  certifica tion  on ly under 
th e con d ition  th a t th ere has b een  sub­
m itted  to  th e C om m issioner, in  trip li­
ca te, adequ ate in form a tion  o f the kind 
describ ed in  § 146.10 o f th is  chapter to 
estab lish  th e s a fety and efficacy of the 
a rticle and to  gu a ra n tee its  identity, 
strength , qu a lity, and pu rity. Th e ex­
em ption  sha ll exp ire a t th e b eginning of 
a n y act ch an gin g th e com position  or la ­
b elin g o f such drug, or th e methods used 
in  and th e fa cilities  and controls  used for 
its  m an u fa ctu rin g, processing, and pack­
agin g, or in  its  la b eling, unless the person 
w ho ob ta in s th e exem ption  has submitted 
to  th e C om m issioner, in  triplicate, 
am ended in form a tion  th a t describes 
such proposed changes, and such amend­
m en t has b een  accepted b y th e Commis­
sioner. B oth  concentrates and finished 
pou ltry feed  con ta in in g amprolium and 
eth opab a te m u st com ply w ith  a ll the re­
qu irem ents o f § 12 1.2 10  o f th is  chapter, 
inclu ding lab eling.

(55 ) I t  is a  m ed ica ted  sw ine feed con­
ta in in g a  com b in a tion  o f chlortetracy­
cline, su lfam ethazine, and penicillin  in 
th e amou nts and fo r  th e purposes indi­
ca ted  in  § 121.208 o f th is  chapter, and 
its  la b elin g b ears  adequ ate directions and 
w a rn ings fo r  such use.

(56) I t  is a m ed ica ted  feed  fo r  chickens 
con ta in in g a  com b in a tion  o f procaine 
pen icillin  and tylos in  phosphate in the 
am ounts and fo r  th e purposes indicated 
in  § 121.225 o f th is  chapter, and its label­
in g b ears  adequ ate directions and warn­
in gs fo r  such use; Prov ided, however, 
Th a t such m ed ica ted  com plete feed has 
been prepa red from  a concentrated 
m ed ica ted  feed  th a t conta ined not more 
th a n  2 0 0  gram s o f tylos in  phosphate per 
ton . I f  th e m ed ica ted  feed  is prepared 
from  a concen trated  m edica ted feed con­
ta in in g m ore th a n  2 0 0  gram s o f tylosin 
phosphate p er ton , it is exempt from 
certifica tion  on ly u nder th e condition 
th a t th ere has b een  su bm itted to the 
C omm issioner, in  trip lica te, adequate in­
fo rm a tion  o f th e kin d described m 
§ 146.10 o f th is  ch apter to  establish the 
sa fety and effica cy o f th e article ana 
to  gu a ra n tee its  id en tity, strength, Qual­
ity, and  pu rity. Th e exemption  sha 
exp ire a t th e b eginn in g o f any act chang­
in g th e com position  or lab eling o fj6“?“ 
drug, or th e m ethods used in  and tn 
fa cilities  and controls  used fo r  its man - 
fa ctu rin g, processing, and packaging, 

in  its  la b eling, unless th e P61,8?.1̂  tn 
ob ta in s the exem ption  has submitted 
th e C omm issioner, in  trip lica te, amend­
ed  in form a tion  th a t describes such P 
posed changes, and such amendment 
been accepted  b y th e Commissioner.

(57 ) I t  is  a  horse feed  containing 
ch lortetra cyclin e in  th e amounts an 

th e pu rposes in d ica ted  in  8 J2 1^ J de. 
th is  chapter, and its  la b eling bears aae 
qu ate directions and w arnings f

US(58) I t  is m edica ted feed f o r  swine 
con ta in in g a com b ina tion  ° f  strep . 
cin  and tylosin  phosphate m  the_am _ 
and fo r  the purposes ind icated m s  
217 o f th is  chapter, and its  la b els #  , 
adequ ate direction s and warning 
such use: Prov ided, how ever, Th a t su
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medicated com plete feed  has been p re ­
pared from  a  feed  a dd itive p rem ix or 
feed additive concentra te th a t conta ins 
streptomycin and n ot m ore th an  500 
grains o f tylosin  phosphate per ton . I f  
the medicated feed  is prep a red  from  a 
feed additive p rem ix  or feed  a dd itive 
concentrate con ta in in g streptom ycin  and 
more than 500 gram s o f tylos in  phos ­
phate per ton, it is exem pt from  certifi­
cation on ly u nder th e cond ition  th a t 
there has been su b m itted to the C om m is ­

sioner, in trip lica te, adequ ate in form a ­
tion of the kind describ ed in  § 146.10 o f 
this chapter to estab lish  th e sa fety and 
efficacy o f the a rticle and to gu aran tee 
its identity, strength , qu a lity, and pu rity. 
The exemption  sha ll exp ire a t th e b egin ­
ning of any act ch angin g th e com position  
or labeling o f such drug, or the m ethods 

used in and the fa cilities  and controls  
used for its m anu factu ring, processing, 
and packaging, or in  its  la b eling, unless 
the person w h o ob ta in s th e exem ption  
has submitted to the C omm issioner, in. 
triplicate, am ended in form a tion  th a t 
describes such proposed changes, and  
such amendment has been accepted b y 
the Commissioner.

(59) It  is a  m edica ted feed  fo r  ch ick ­
ens containing pen icillin , tylosin  phos ­
phate, and eith er am proliu m  or zoalene, 
or hygromycin B  and zoa lene, in  the 
amounts and fo r  the pu rposes in dica ted  
in § 121.207, 121.210, or 121.213 o f th is  
chapter, and its la b elin g bears  adequ ate 
directions and w a rn ings fo r  such use; 
Provided, however, Th a t such m edica ted 
complete feed has b een  prepa red from  a
concentrated pen icillin - tylos in  phos-  

Phate-amprolium, or pen icillin - tylos in  
Phosphate-zoalene, or p en icillin - tylos in  
Phosphate-zoalene-hygromycin B  m ed i­
cated feed conta in ing, per ton  o f feed, 
not more than  2 0 0  gram s o f tylosin  and 
either not m ore th an  6.05 percen t am -  
Prolium or not m ore th an  0.0375 per ­
cent zoalene, or n ot m ore th a n  0.0375 
Percent zoa lene and n ot m ore th an  

Tf . f rams .per t ° n  o f h ygrom ycin  B.
the m edicated fe e d  is p re p are d  f ro m  

a Product t hat  c o nt ains m o re  t h an  

any of the  spec if ied quant it ie s, i t  is 

on6*?-??' *rom  cert i f icat ion only  un de r the  

that  the re  h as been subm it t e d  

the Com m issioner, in  t rip lic at e , ad e - 

in * ̂  f o r m a t i o n  o f  the  k ind  desc ribed  

thJ o f  this c hapt e r t o  e st ablish  

and ef ficacy  o f  the  art ic le  

Hn v : °  guarantee  it s ident it y , st rength, 

eini ! nd puri t y * T h e  exem pt io n sh al l  
i n f  at  the g i n n i n g  o f  any  ac t  c h an g - 
drii<r 6 c° m posit ion o r labe l in g  o f  such  

fanim ° r the m e thods used in  an d  the  

S S g  and cont ro ls used f o r  it s m an - 

o r i ! ? , g ^ rocessing ' an d  Packag ing , 
obtain* l abe lm g ’ Pf fiess the  pe rson w h o  

thp rm n • exem Pt ion h as  subm it t e d  t o  

i n f " f T 1SSi0ner>in  tr ip lic at e , am e nde d  

Dosprf f 10n ^ a -t  desc rihes such p ro - 

bp»- „ anges> and  su°h  am e ndm e nt  has  
accepted b y the  C omm issioner.

P A R T  1 4 5 — A N T I B I O T IC  D R U G S; D EFI ­

N I T I O N S A N D  I N T E R P R E T A T I V E  
R EG U LA T I O N S

Su b p a r t  A ——D e f in i t io n s

Sec.
145.1 De finit ions applicable  to  all ce rt i f iable

ant ibio t ic  drugs.
145.2 De f init ions o f  ant ibio t ic  substances.
145.3 De finit ions o f  m aster and  wo rk ing

standards.
145.4 De f init ions o f  t he  t e rm  “ un i t ”  and

“ m ic ro gram ”  as applied t o  an t i ­
bio t ic  substances.

Su b p a r t  B— St a t e m e n t s o f  P o l icy  a n d  

in t e r p r e t a t i o n

145.31 Ant ibio t ic  drugs no t  subjec t  t o  ce r­
t i f icat ion prio r t o  May  1, 1963; 
stat em ent  o f  po licy .

Au t h o r it y : T he  prov isions o f  this P art  145 
issued unde r sec. 507, 59 Stat . 463, as am e nd ­
ed; 21 U.S.C. 357.

Su b p a r t  A — D e f in it io n s

§ 145.1 De f ini t ions applic able  to all  
ce rt i f iable  ant ibio t ic  drugs.

(a )  Th e defin itions  and in terp reta ­
tions conta in ed  in  section  2 0 1 o f the 
Federa l Food, D ru g, and C osm etic A ct 
sha ll be app licab le to  such term s w hen 
used in  the regu la tions in  th is  ch apter 
covering th e certifica tion  o f an tib iotic 
and a n tib iotic- con ta in in g drugs.

(b ) Th e term  “C om m iss ioner” means 
the C om m issioner o f Food  and D ru gs and 
any oth er officer o f th e Food  and  D ru g 
A d m in is tra tion  w hom  h e m a y designa te 
to act in  h is b eh a lf fo r  the pu rpose o f th e 
regu la tions fo r  th e certifica tion  o f a n ti­
b iotic and a n tib iotic- con ta in in g drugs.

(c )  Th e term  “a ct” m eans th e F ed ­
era l Food, D ru g, and C osm etic A ct and 
am endm ents thereto. (52 S tat. 1040 et 
seq.; 21 U .S.C . 301-392).

(d ) Th e term  “U .S .P.” m eans th e offi­
cia l Ph a rm acopeia  o f th e U n ited  S tates, 
inclu ding su pplements thereto. Th e 
term  “N .F .” m eans th e officia l N a tion a l 
Form u la ry, i n c l u d i n g  su pplements 
thereto.

(e ) Th e term  “b a tch ” means a  specific 
hom ogeneous qu an tity o f a  drug.

( f )  Th e term  “b a tch  m a rk” m eans an  
id en tifyin g  m a rk  or oth er id en tifyin g  d e ­
vice assigned to  a  b a tch  b y the m anu ­
fa ctu rer or pa cker th ereof.

(g )  Th e term  “m an u fa ctu re” does n ot 
inclu de th e use o f a  dru g as an  in gred i­
en t in  com pou nd ing any prescrip tion  is ­
sued b y a  p ra ctition er licensed  b y la w  to 
adm in is ter such drug.

§ 145.2 De f ini t ions o f  ant ibio t ic  sub­
stances.

(a )  Th e fo llow in g are defin itions o f 
an tib iotic substances:

(1 ) Pen icillin . E ach  o f th e severa l an ­
tib iotic substances (e.g., p en icillin  F , 
pen icillin  G , pen icillin  X )  produ ced  b y 
th e grow th  o f P én icillium  notatum  or 
Pén icillium  chrysogenum, and each  o f 
th e same substances produ ced  b y a n y 
oth er means, is a  k in d o f pen icillin .

(2 ) Streptom y cin. E ach  o f th e sev­
era l a n tib iotic substances produ ced b y 
th e grow th  o f Streptomyces  griseus, and 
each  o f th e same substances produ ced b y 
a n y oth er means, Is a  k in d o f s trep to ­
m ycin .

(3 ) D ihy dros treptomy cin. E a ch  o f the 
a n tib iotic substances produ ced b y h yd ro ­
gen a tion  o f streptom ycin , and each  o f 
th e same substances produ ced b y any 
oth er means, is  a  kin d o f d ih ydros trep to ­
m ycin .

(4 ) C hlortetracy cline . E ach  o f th e 
severa l a n tib iotic substances produ ced b y 
th e grow th  o f Streptomyces  aureofaciens, 
and  each  o f th e same substances p ro ­
duced b y any oth er means is a kind o f 
C hlortetracycline.

(5 ) Tetracy cline . E ach  o f the severa l 
a n tib iotic substances produ ced b y th e 
h ydrogen a tion  o f C h lortetracycline, and 
each  o f the same substances produ ced b y 
any oth er means, is a kin d o f tetra ­
cycline.

( 6 ) C hloramphenicol. E ach  o f th e 
severa l an tib iotic substances produ ced b y 
th e grow th  o f Streptomyces venezuelae, 
and each o f th e same substances p ro ­
du ced b y a n y oth er means, is a k in d o f 
ch loram phen icol.

(7 ) B acitracin. E ach  o f th e severa l 
a n tib iotic substances produ ced b y th e 
grow th  o f B acillus  subtilis  va r. Tra cy, 
and  each  o f th e same substances p ro ­
du ced b y any oth er means, is  a  k in d o f 
b acitracin .

( 8 )  A mphomy cin. E ach  o f th e a n ti­
b iotic substances produ ced b y th e grow th  
o f Streptomyces  canus, and each  o f th e 
sam e substances produ ced b y a n y oth er 
means, is  a  kind o f am phom ycin .

 ̂(9 ) A m photericin. E ach  o f'th e  a n ti­
b iotic substances produ ced b y th e grow th  
o f Streptomyces  nodosus, and each  o f 
th e same substances produ ced b y any 
oth er means, is a kind o f am photericin .

(10 ) C olis tin. E ach  o f th e an tib iotic 
substances produ ced  b y th e grow th  o f 
B acillus  polymyxa  va r. colistinus, and 
each  o f th e same substances produ ced b y 
a n y oth er means, is  a  k in d o f colistin.

(11 ) C ycloserine. E ach  o f th e a n ti­
b iotic substances produ ced  b y th e grow th  
o f Streptomyces  orchidaceus, and each  o f 
th e same substances produ ced  b y any 
oth er means, is a  kin d o f cycloserine.

(12 ) Ery throm y cin. E ach  o f th e 
a n tib iotic su b stances produ ced b y th e 
grow th  o f Streptomyces  ery threus, and 
ea ch  o f th e same substances produ ced  b y 
a n y oth er means, is a  kind o f eryth ro ­
m ycin .

(13) G ram icid in. E ach  o f the a n ti­
b iotic substances produ ced b y th e grow th  
o f B acillus  brevis, and each o f th e same 
substances produ ced b y any oth er means, 
is  a  kind o f gram icid in .

(14 ) G ris eofulv in. E ach  o f th e a n ti­
b iotic substances produ ced  b y the grow th  
o f P en icillium  patulum  or Penicillium  
griseofulvum, and each  o f th e same sub ­
stances produ ced b y any oth er means, is 
a  k in d o f griseofu lvin .

(15 ) Kanam y cin. E ach  o f th e a n ti­
b iotic substanctes produ ced b y th e grow th  
o f Streptomyces  kanamyceticus , and 
each  o f th e same substances produ ced 
b y a n y oth er means, is a k in d  o f 
kanam ycin .

(16 ) N eomycin. E ach  o f the an tib iotic 
substances produ ced  b y the grow th  o f 
Streptomyces  fradiae, and each  o f th e 
same su bstances produ ced  b y any oth er 
means, is a  k in d  o f neom ycin .
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(17 ) N&vobiocin. E ach  o f th e a n tib i­
otic substances produ ced  b y th e grow th  
o f Streptomyces  niveus  (kn ow n  a lso as 
Streptomyces  spheroides ) ,  and  each  o f 
th e same substances produ ced  b y any 
oth er means, is  a  kind o f novob iocin .

(18) Nystatin. E ach  o f th e antib iotic 
su bstances produ ced  b y the" grow th  o f 
Streptomyces  noursei, and each  o f the 
sam e substances produ ced b y a n y oth er 
means, is a k in d o f nysta tin .

(19 )  O leandomycin. E ach  o f th e a n ti­
b iotic substances produ ced  b y th e grow th  
o f Streptomyces  antib ioticus , and each  
o f th e same substances produ ced b y any 
oth er means, is a  k in d o f oleandom ycin .

(20 ) [R es erved ]
(21 ) O xy tetracycline. E ach  o f th e 

a n tib iotic substances produ ced b y the 
grow th  o f Streptomyces  rimosus, and 
each  o f th e same substances produ ced 
b y a n y oth er means, is a  k in d o f O xytet­
ra cyclin e.

(22 ) Paromom y cin. E ach  o f th e a n ti­
b iotic substances produ ced b y th e grow th  
o f Streptomyces  rimosus  va r. parom om y -  
cinus, and each  o f th e same substances 
produ ced b y a n y oth er means, is a  k in d 
o f parom om ycin .

(23) Poly m y xin. E ach  o f th e a n tib i­
otic substances produ ced b y th e grow th  
o f B acillus  polymyxa, and each  o f th e 
same substances produ ced b y any oth er 
means, is a  k in d  o f polym yxin .

(24) R is tocetin . E ach  o f th e an tib iotic 
substances produ ced b y th e grow th  o f 
N ocardia lurida, and  each  o f th e same 
substances produ ced b y any oth er means, 
is  a  k in d  o f ristocetin .

(25 ) Ty rothricin . E ach  o f th e m ix ­
tu res  o f a n tib iotic substances produ ced 
b y th e grow th  o f B acillus  brevis, and each 
o f th e same m ixtu res o f substances p ro ­
du ced b y a n y oth er means, is a  k in d o f 
o f tyroth ricin .

(26) V ancomycin. E ach  o f th e a n ti­
b iotic su bstances produ ced b y th e grow th  
o f Streptomyces  orientalis , and each  o f 
th e same substances produ ced b y any 
oth er means, is a  k in d o f vancom ycin .

(27 ) V iomy cin. E ach  o f th e an tib iotic 
substances produ ced b y th e grow th  o f 
Streptomyces  puniceus  or  Streptomyces  
floridae  or  A ctinomyces  vinaceus, and 
each  o f th e same substances produ ced 
b y a n y oth er means, is a  kind o f viom y­
cin .

(2 8 ) - (3 0 ) [R es erved ]
(31) C ephalosporin. E ach  o f th e a n ti­

b iotic substances produ ced b y th e grow th  
o f C ephalosporium acremonium, and 
each  o f th e same substances produ ced 
b y an y oth er means, is a  k in d o f cepha lo ­
sporin .

§ 145.3 De f ini t ions o f  m aste r and w o rk ­
in g  standards.

(a )  M aster standards— (1 ) P en icillin  
and salts o f penicillin— (i)  P e n icillin  G . 
Th e term  “pen icillin  G  m a ster standa rd” 
m eans a  specific lo t o f crys ta llin e sodium 
pen icillin  G  (sodiu m  pen icillin  I I )  th a t is 
designated b y th e C om m iss ioner as the 
s ta ndard o f com parison  in  determ in in g 
th e poten cy o f th e pen icillin  G  w orking 
standard.

( ii )  P en icillin  O . Th e term  “p en icil­
lin  O  m a ster s ta ndard” m eans a  specific 
lo t o f crys ta llin e potassiu m pen icillin  O  
standardized  b y th e pen icillin  G  m aster

standard  and w h ich  is designated b y th e 
C om m issioner as th e standard  o f com ­
pa rison  in  determ in in g th e pen icillin  O  
conten t o f th e pen icillin  O  w orkin g 
standard.

( iii)  P e n icillin  V . Th e term  “pen i­
cillin  V  m aster s ta ndard” m eans a  spe­
cific lot o f crys ta llin e pen icillin  V  th a t is 
des ignated b y th e C om m issioner as th e 
standard o f com pa rison  in  determ in in g 
th e potency o f th e pen icillin  V  w orkin g 
standard.

( iv )  Potass ium -L-phenethicillin . Th e 
term  “pota s s iu m -L -p h en eth icillin  m as ­
ter s ta ndard” means a  specific lot o f p o-  
ta ss iu m -L-ph en eth icillin  th a t is  des ig ­
n a ted  b y th e C om m issioner as the s tand ­
a rd  o f com parison  in  determ in in g th e 
poten cy o f th e pota s s iu m -L -ph en eth icil­
lin  w orkin g standard.

(v )  Potass ium -D -phenethicillin . Th e 
term  “pota ssiu m -D -ph en eth icillin  m as ­
ter standard” m eans a  specific lo t o f p o ­
ta ss iu m -D -p h en eth icillin  th a t is  des ig ­
n a ted  b y th e C om m issioner as th e 
s ta ndard o f com parison  in  determ in in g 
th e poten cy o f th e pota ssiu m -D -phen e­
th icillin  w orkin g standard.

(v i)  M eth icillin  sodium. Th e term  
“m eth icillin  sodiu m m a ster s tanda rd” 
m eans a  specific lot o f m eth icillin  sodium 
th a t is designated b y th e C om m issioner 
as th e s ta ndard o f com parison  in  d eter ­
m in in g th e poten cy o f th e m eth icillin  
sodium w orkin g standard.

(v ii)  Sodium oxacillin. Th e term  
“sodiu m oxa cillin  m aster standa rd” 
m eans a  specific lo t o f sodiu m oxa cillin  
th a t is des ignated b y th e C om m issioner 
as th e standard  o f com parison  in  deter ­
m in in g th e potency o f th e sodium oxa cil­
lin  w orkin g standard.

(v iii)  A m picillin . Th e term  “am p i-  
cillin  m aster s ta ndard” m eans a  specific 
lo t o f a m p icillin  th a t is  des ignated b y th e 
C om m issioner as th e standard o f com ­
pa rison  in  determ in in g th e poten cy o f 
th e a m p icillin  w orkin g standard.

( ix )  N d fcillin . Th e term  “n a fcillin  
m aster s tanda rd” m eans a  specific lo t o f 
sodiu m n a fcillin  th a t is designated b y the 
C om m issioner as th e standard o f com ­
pa rison  in  determ in in g th e potency o f 
th e n a fcillin  w ork in g standard.

(2 ) Streptom y cin. Th e term  “s trep to ­
m ycin  m aster standard” m eans a  specific 
lo t o f crys ta llin e trih yd roch loride ca l­
ciu m  ch loride sa lt o f strep tom ycin  th a t 
is  designated b y th e C om m issioner as th e 
s ta ndard o f com parison  in  determ in in g 
th e poten cy o f th e strep tom ycin  w orkin g 
standard.

(3 ) D ihy dros treptom y cin. Th e term  
“dih ydros trep tom ycin  m aster standa rd” 
m eans a  specific lo t o f crys ta llin e d ih y­
d rostrep tom ycin  su lfa te th a t is des ig ­
n a ted  b y th e C om m issioner as th e stand ­
a rd  o f com parison  in  determ in in g th e 
poten cy o f th e d ih yd ros trep tom ycin  
w orkin g standard.

(4 )  C hlortetracy cline . T h e  t e rm  

“ Chlo rt e t racy c line  m a s t e r  st an d ard ”  

m e ans a  spec if ic  lo t  o f  c ry st all ine  Chlo r ­
t e t racy c line  hy dro c h lo ride  t h at  is desig ­
nat e d  by  t he  Com m issione r as the  st an d ­
a rd  o f  c o m pariso n  in  de t e rm in ing  the  

po t ency  o f  the  Chlo rt e t racy c line  w o rk ing  

st andard .
(5 ) D em ethy lchlortetracy cline . Th e 

term  “dem eth ylch lortetra cyclin e m aster

standa rd” m eans a  specific lo t o f crystal­
lin e 6 -d em eth ylch lortetra cyclin e hydro­
ch loride th a t is designated b y the Com­
m iss ioner as the s ta ndard o f comparison 
in  determ in in g th e potency o f the 6 -  
dem eth ylch lortetra cyclin e w o r k i n g  
standard.

( 6 ) Tetracy cline . Th e term  “tetra ­
cycline m aster standard” means a spe­
cific lot o f crys ta lline tetra cyclin e hydro­
ch loride th a t is des ignated b y the Com­
m iss ioner as th e sta ndard o f comparison 
in  determ in in g the poten cy o f the tetra ­
cyclin e w orkin g standard.

(7 ) R olite tracy d ine . Th e term  “roli- 
tetra cyclin e m aster standard” means a 
specific lot o f crys ta llin e rolitetracycline 
th a t is designated b y th e Commissioner 
as the standard o f comparison  in deter­
m in in g th e potency o f th e rolitetracy­
clin e w orkin g standard.

( 8 ) C hloramphenicol. Th e term 
“ch loram ph en icol m a s t e r  standard” 
means à  specific lo t o f crysta lline chlor-\ 
am ph en icol th a t is designated by the 
C om m issioner as th e standard of com­
parison  in  determ in in g the potency of 
the ch loram ph en icol w orking standard.

(9 ) B acitracin. Th e term  “bacitracin 
m a ster s ta ndard” m eans a  specific lot of 
b a citra cin  th a t is designated by the 
C om m issioner as th e standard of com­
pa ris on  in  determ in in g th e potency of 
the b a citra cin  w ork in g standard.

(10) A m phom y cin. Th e term “am- 
ph om ycin  m aster standard” means a 
specific lot o f am ph om ycin  designated by 
th e C om m issioner as the standard of 
com pa rison  in  determ in in g the potency 
o f the am ph om ycin  w orkin g standard.

(11 ) A m photericin . Th e term “am­
ph otericin  A  m aster standard” means a 
specific lot o f am ph otericin  A  designated 
b y th e C om m issioner as the standard of 
com parison  in  determ in in g the potency 
o f th e am ph otericin  A  w orking standard. 
Th e term  “am ph otericin  B  master 
standa rd” m eans a  specific lot of am­
p h otericin  B  des ignated b y th e Commis­
s ioner as th e sta ndard o f comparison m 
determ in in g th e poten cy o f the ampho­
tericin  B  w orkin g standard.

(12) C olis tin. T he  term  “colistin mas­

ter  standa rd” m eans a  specific lot of 
colistin  designated b y th e C om m is s ion er  

as the s ta ndard o f comparison in deter­
m in in g th e potency o f the colistin word­

in g standard.
(13 ) C olis timethate . Th e term “coii- 

stim eth a te m aster standard” means J, 
specific lot o f colistim eth a te designai 
b y th e C om m issioner as th e standard 
com parison  in  determ in in g the poten ? 
o f th e colistim eth a te w orking stantìa

(14) C ycloserine. Th e term  "cycjj-  
serine m aster standard” means a sp® 
lot o f cycloserin e designated by the ^ 
m issioner as th e standard o f compar _ 
in  determ in in g th e potency of the cy 
serine w ork in g standard.

(15 ) Ery throm y cin. Th e term n  
th rom ycin  m a ster standard”^ 
specific lot o f eryth rom ycin  designs 
b y th e C om m issioner as the stendara 
com parison  in  determ in ing the P?
o f th e eryth rom ycin  w orking stantìa ^

(16) G ram icid in. Th e tern i gramjc 
cid in  m aster standard” means a
l o t  o f  g r a m ic id in  d e s ig n a te d  b y  th e  ^

m issioner as th e standard o f comp
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in determ ining the poten cy o f th e gra m i­
cidin w orking standard.

(17) G riseofulv in. Th e term  “griseo-  
fu lvin m aster standard” m eans a  specific 
lot of gris eofu lvin  des ignated b y th e 
Commissioner as th e standard  o f com ­
parison in  determ in in g th e potency o f 
the griseofu lvin  w ork in g standard.

(18) Kanamycin. Th e term  “kana-  
mycin m aster s ta ndard” m eans a specific 
lot of kanam ycin  designated b y th e C om ­
missioner as th e standard o f com parison  
in determining th e poten cy o f th e kan a ­
mycin w orking standard.

(19) Neomycin. Th e term  “n eom ycin  
master standard” m eans a specific lo t o f 
neomycin design ated b y th e C om m is ­
sioner as the sta ndard o f com pa rison  in  
determining th e poten cy o f the neom ycin  
working standard.

(20) Novob iocin. Th e term  “n ovob io ­
cin master standard” m eans a  specific lot 
of novobiocin des ignated b y the C om m is ­
sioner as the standard  o f com pa rison  in  
determining th e poten cy o f the n ovob io ­
cin working standard.

(21) Nystatin. Th e term  “n ys ta tin  
master standard” m eans a specific lot o f 
nystatin designated b y th e C omm issioner 
as the standard o f com pa rison  in  deter ­
mining the poten cy o f the nysta tin  
working standard.

(22) O leandomycin. Th e term  “ole ­
andomycin m aster s ta ndard” means a 
specific lot o f oleandom ycin  design ated 
by the Commissioner as th e standard  o f 
comparison in  determ in in g the potency 
of the oleandomycin  w orkin g standard.

(23) O xytetracycline. Th e term  “Ox­
ytetracycline m aster s ta ndard” m eans a  
specific lot o f O xytetracycline des ignated 
by the Commissioner as th e standard o f 
comparison in  determ in in g th e potency 
of the O xytetracycline w orkin g standard.

(24) Paromomycin. Th e term  “p a ro ­
momycin m aster s ta ndard” m eans a  spe­
cific lot of pa rom om ycin  des ignated b y 
the Commissioner as th e standard  o f 
comparison in  determ in in g th e potency 
of the paromomycin  w orkin g standard.

(25) Polymyxin B . Th e term  “p oly ­
myxin B  m aster standa rd” m eans a  spe­
cific lot of polym yxin  B  des ignated b y th e 
Commissioner as th e standard  o f com ­
parison in  determ in in g th e poten cy o f 
the Polymyxin B  w orkin g standard.

(26) Ristocetin. Th e term  “ris tocetin  
a  master standard” m eans a  specific lot
i ristocetin' A  des ignated b y th e C om ­

missioner as the standard  o f com parison  
n oetermining th e poten cy o f th e ris to-  
“r i f  A  w orking standard. Th e term  

istocetiH B  m aster s tanda rd” means 

hv ? uCi f ic  ris tocetin  B  design ated
pnm e 9 ommissioner ^  th e standard  o f 
p r i s o n  411 determ in in g th e poten cy 

T9 st°cetin  B  w orkin g standard, 
mvp- Vancomycin. Th e term  “va nco-  

ycm master sta ndard” m eans a specific 
p„m01. vancomycin  des ignated b y the 

oarw  ss 0̂ner as th e standard  o f com -  
tkp on ln  determ in ing th e poten cy o f 

/ anhamycin w orkin g standard. 

ma<jw Y}omycin- Th e term  “viom ycin  
vinmi .standard” means a  specific lot o f

sionSCin i esignated b y th e C omm is-  
b e standard o f com parison  in  

* ¿ ¡£ * 1 *  the potency o f th e viom ycin  
standard.

~(32) [Reserved ]

(33) C ephalothin. Th e term  “cepha l-  
oth in  m a ster s tanda rd” m eans a  specific 
lo t o f cepha loth in  des ignated  b y th e 
C om m issioner as th e sta ndard o f com ­
pa rison  in  determ in in g th e poten cy o f 
th e cepha loth in  w ork in g standard.

(b ) W orking standards. Th e poten cy 
or pu rity o f ea ch  p repa ra tion  has been 
determ in ed  b y com parison  W ith  its  m as ­
ter  standard, and each  has b een  des ig ­
n a ted  b y th e C om m issioner as w orkin g 
standards fo r  use in  determ in in g th e 
poten cy or pu rity o f a n tib iotic sub ­
stances su b ject to  th e regu la tions in  th is  
ch apter.

(1 ) Penicillin , ( i )  Th e term  “pen i­
cillin  G  w ork in g standard” means a  spe­
cific lot o f a homogeneou s p repa ra tion  of 
one or m ore sa lts o f pen icillin .

( ii)  Th e term  “pen icillin  O  w orkin g 
s ta ndard” m eans a  specific lot o f a 
hom ogeneou s p repa ra tion  o f potassiu m 
pen icillin  O .

( iii)  Th e term  “pen icillin  V  w orkin g 
standard” means a  specific lo t o f a  h om o­
geneous p repa ra tion  o f pen icillin .

( iv )  Th e term  “pota ssiu m -L -p h en e-  
th icillin  w ork in g standard” m eans a 
specific lo t o f a  hom ogeneou s p repa ra tion  
o f ' pota ssiu m -L-ph en eth icillin . Th e 
term  “pota s s iu m -D -p h en eth icillin  w ork ­
in g s tanda rd” m eans a specific lo t o f a 
hom ogeneou s p repa ra tion  o f potassiu m -  
D -p h en eth icillin .

(v )  Th e term  “m eth icillin  w orkin g 
standa rd” m eans a  specific lot o f a  h o ­
m ogeneou s p repa ra tion  o f m eth icillin .

(v i)  Th e term  “sodium oxa cillin  w ork ­
in g standard” means a  specific lot o f a  
hom ogeneou s p repa ra tion  o f sodium 
oxa cillin .

(v ii)  Th e term  “am p icillin  w orking 
s ta ndard” m eans a  specific lot o f a  h om o­
geneous p repa ra tion  o f am picillin .

(v iii)  Th e term  “n a fcillin  w ork in g 
standa rd” m eans a  specific lo t o f a  h om o­
geneous p repa ra tion  o f sodiu m n a fcillin .

(2 ) A m photericin A. Th e term  "a m ­
ph otericin  A  w orkin g standard” means a 
specific lot o f a hom ogeneou s p rep a ra tion  
o f am ph otericin  A.

(3 ) A m photericin B . Th e term  “a m ­
ph otericin  B  w orkin g standard” m eans 
a specific lo t o f a  hom ogeneous p rep a ra ­
tion  o f am ph otericin  B .

(4 ) Streptom y cin. Th e term  “s trep ­
tom ycin  w orkin g standa rd” m eans a 
specific lo t o f a  hom ogeneous p repa ra ­
tion  o f one or m ore s treptom ycin  salts.

(5 ) D ihydros treptomycin. Th e term  
“d ih yd rostrep tom ycin  w orking standa rd” 
means a  specific lot o f a  hom ogeneous 
p repa ra tion  o f one or m ore d ih yd ro ­
strep tom ycin  salts.

(6 )  C hlortetracy cline . T h e  t e rm  

“ Chlo rt e t racy c line  w o rk in g  st an dard ”  

m e ans a  spec if ic  lo t  o f  a hom ogeneous 

p re parat io n  o f  one  o r m o re  Chlo rt e t ra ­
cy c line  salts.

(7 ) D em ethy lchlortetracy cline . Th e 
term  “dem eth ylch lortetra cyclin e w ork ­
in g  s ta ndard” means a specific lot o f a 
hom ogeneous p repa ra tion  o f one or m ore 
6 - d em eth ylch lortetra cyclin e salts.

( 8 ) Tetracy cline . Th e term  “tetra ­
cycline w orkin g s ta ndard” m eans a spe­
cific lo t o f a hom ogeneou s p repa ra tion  
o f one or m ore tetra cyclin e salts.

(9 ) R olite tracy d ine . Th e term  “roli-  
tetra cyclin e w ork in g standard” means a

specific lot o f a hom ogeneou s p rep a ra tion  
o f one or m ore ro litetra cyd in e salts.

(10 ) C hloramphenicol. Th e term  
“ch loram ph en icol w ork in g standa rd” 
m eans a  specific lo t o f a  hom ogeneous 
p repa ra tion  o f one or m ore ch loram ­
phenicols .

(11) B acitracin. Th e term  “b acitracin  
w orkin g s ta ndard” m eans a  specific lot 
o f a hom ogeneous p rep a ra tion  o f one or 
m ore b acitracins.

(12 ) Amphomycin. Th e term  “am -  
ph om ycin  w orkin g sta ndard” means a 
specific lot o f a hom ogeneous p repa ra tion  
o f amphom ycin .

(13) C olis tin. Th e term  “colis tin  
w ork in g s ta ndard” m eans a  specific lot 
o f a hom ogeneous p repa ra tion  o f colistin .

(14 ) C olis timethate . Th e term  “co-  
lis tim eth a te w orkin g s tanda rd” means a 
specific lo t o f a  hom ogeneous p repa ra tion  
o f colistim etha te.

(15) C ycloserine. Th e term  “cyclo ­
serine w orkin g standard” m eans a spe­
cific lot o f a  hom ogeneous p repa ra tion  
o f cycloserine.

(16 ) Ery throm y cin. Th e term  “eryth ­
rom ycin  w orkin g standard” m eans a 
specific lot o f a hom ogeneous p repa ra tion  
o f eryth rom ycin .

(17) G ram icid in. Th e term  “gra m i­
cid in  w orkin g standard” m eans a  specific 
lo t o f a hom ogeneou s p repa ra tion  o f 
gram icid in .

(18) G ris eofulv in. Th e term  “gris e ­
o fu lvin  w ork in g standard” m eans a  spe­
cific lo t o f a  hom ogeneous prep a ra tion  o f 
griseofu lvin .

(19) Kanamycin. Th e term  “kan am y­
cin  w orkin g standard” means a specific 
lo t o f a  hom ogeneou s p repa ra tion  o f 
kanam ycin .

(20) N eomycin. Th e- term  “neom ycin  
w orkin g s ta ndard” m eans a  specific lot 
o f a hom ogeneous p rep a ra tion  o f neo ­
m ycin .

(21) N ovob iocin. Th e term  “n ovob i­
ocin  w ork in g standard” means a  specific 
lo t o f a  hom ogeneous p rep a ra tion  o f 
novob iocin .

(22) N ystatin. Th e term  “n ys ta tin  
w ork in g standa rd” means a  specific lot 
o f a hom ogeneou s p repa ra tion  o f n y ­
statin .

(23) O leandomycin. Th e term  “ole ­
andom ycin  w ork in g s ta ndard” means a 
specific lot o f a hom ogeneous p repa ra ­
tion  o f oleandom ycin .

(24) [R es erved ]
(25) O xy tetracycline. T h e  t e rm  “ Oxy ­

t e t racy c line  w o rk ing  st an d ard ”  m e ans a 

spec if ic  lo t  o f  a hom ogeneous pre parat io n  
o f  Oxy te t racyc line .

(26) Paromom y cin. Th e term  “p a r ­
om om ycin  w orkin g standard” m eans a 
specific lo t o f a hom ogeneous p repa ra ­
tion  o f parom om ycin .

(27) Poly m y xin B . Th e term  “p oly ­
m yxin  B  w orkin g standa rd” m eans a 
specific lo t o f a  hom ogeneous p repa ra tion  
o f polym yxin  B .

(28 ) V ancomycin. Th e term  “va n ­
com ycin  w ork in g standa rd” m eans a 
specific lo t o f a  hom ogeneou s p repa ra tion  
o f vancom ycin .

(29 ) V iomycin. Th e term  “viom ycin  
w orkin g s tanda rd” m eans a  specific lot 
o f a  hom ogeneou s p repa ra tion  o f 
viom ycin .

(3 0 ) - (3 2 ) [Res erved ]
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<33) C ephalothin. T h e  term  “ceph -  
a loth in  w ork in g standa rd” m eans a  
specific lo t o f a  hom ogeneou s p repa ra ­
tion  o f cep ha loth in .

§ 145.4 De f ini t ions o f  the te rm s “ unit ”  
and “ m ic ro gram ”  as applie d  to ant i ­
bio t ic  substances.

(a )  “ U n it”— (1 ) Pen icillin . Th e term  
“u n it” applied  to  pen icillin  m eans a  
pen icillin  a ctivity con ta in ed  in  0 .6  m icro ­
gra m  o f th e pen icillin  G  m aster stand ­
a rd , except th a t th e term  “u n it” app lied 
to  p en icillin  V  m eans a  pen icillin  a ctivity 
con ta in ed  in  0.59 m icrogra m  of th e 
p en icillin  V  m aster standard. Th e term  
“u n it” app lied  to ph en eth icillin  pota s ­
s iu m m eans a  pen icillin  a ctivity con ­
ta in ed  in  0 .6 8  m icrogra m  o f th e pota s -  
s iu m -D -p h en eth icillin  or pota ssiu m -L-  
ph en eth icillin  m aster standard, or  in  
0.61 m icrogra m  o f th e free acid, th e la t­
ter  va lu e b ein g used as a  basis o f con ­
version  from  u nits  to  the m etric system. 
Th e term  “pen icillin  poten cy” m eans th e 
nu m b er o f such u nits in  a  specified qu an ­
tity  o f a  substance.

(2 ) B acitracin. Th e term  “u n it” ap ­
p lied  to  b a citra cin  m eans a  b a citra cin  
a ctivity con ta in ed  in  23.8 m icrogram s o f 
th e b a citra cin  m aster standard  a fter  it 
it is d ried  fo r  3 hou rs a t 60° C. and  a 
pressu re o f 5 m illim eters  or less; th e term  
“b a citra cin  poten cy” m eans th e nu m b er 
o f such u nits  in  a  specified  qu an tity o f a  
substance.

(3 ) N ystatin. Th e term  “u n it” ap ­
p lied  to  n ysta tin  m eans th e n ys ta tin  a c ­
tivity  (p oten cy) con ta in ed  in  0.2817 
m icrogra m  o f the n ysta tin  m aster stand ­
a rd  w hen  dried  fo r  2 hou rs a t 40° C. and 
a  pressu re o f 5 m illim eters  or  less.

(4 ) Poly m y xin B . Th e term  “u n it” 
applied  to  polym yxin  B  m eans th e p oly ­
m yxin  a ctivity (p oten cy) con ta in ed  in  
1.2739 m icrogram s o f th e polym yxin  B  
m aster standard  w hen  d ried fo r  3 hou rs 
a t 60° C. and a  pressu re o f 5 m illim eters  
or  less.

(b ) “M icrogram 0 — (1 ) Streptom y cin. 
Th e term  “m icrogra m ” app lied to  strep ­
tom ycin  m eans th e streptom ycin  a ctiv ­
ity  (p oten cy) conta in ed  in  1.38 m icro ­
gram s o f th e s treptom ycin  m aster stand ­
a rd  a fter  it is d ried fo r  4 hou rs a t 56° C. 
and a  pressu re o f 50 m icrons or less.

(2 ) D ihy dros treptomy cin. Th e term  
“m icrogra m ” app lied to  d ih ydros trep ­
tom ycin  m eans th e d ih yd rostrep tom ycin  
a ctivity (p oten cy) conta in ed  in  1.25 
m icrogram s o f th e d ih ydros trep tom ycin  
m aster standard  a fter  it is dried  fo r  4 
hou rs a t 100° C . and a pressu re o f 50 
m icrons or less.

(3 ) C hlortetracy cline . T h e  t e r m  

“ m ic ro g ram ”  applie d  t o  Chlo rt e t racy c line  

m e ans t he  Chlo rt e t racy c line  ac t iv i t y  

(po t e nc y ) c o nt aine d in  1.0 m ic ro g ram  o f  

t he  Chlo rt e t racy c line  m ast e r st andard .
(4 ) 6-D em ethy lchlorte tracy cline . Th e 

term  “m icrogra m ” app lied to  6 - d e-  
m eth ylch lortetra cyclin e m eans th e 6 -  
dem eth ylch lortetra cyclin e a ctivity (p o ­
ten cy) conta in ed  in  1.0  m icrogra m  o f 
6 - d em eth ylch lortetra cyclin e m a s t e r  
standard.

(5 ) Tetracy cline . Th e term  “m icro ­
g ra m ” app lied to  tetra cyclin e m eans th e

tetra cyclin e a ctivity (p oten cy) conta in ed  
in  1.0  m icrogra m  o f tetra cyclin e m aster 
standard.

( 6 ) R olite tracy cline . Th e term  “m i­
crogra m ” app lied  to  rolitetra cyclin e 
m eans  th e rolitetra cyclin e a ctivity (p o ­
ten cy) con ta in ed  in  1.0  m icrogra m  o f 
th e rolitetra cyclin e m aster standard.

(7 ) C hloram phenicol. Th e term  
“m icrogra m ” applied  to  ch loram ph en icol 
m eans th e ch loram ph en icol a ctivity (p o ­
ten cy) con ta in ed  in  1.0  m icrogra m  o f th e 
ch loram ph en icol m a ster standard.

( 8 )  M e th ic illin .) Th e term  “m icro ­
g ra m ” applied to 'm eth icillin  m eans th e 
m eth icillin  a ctivity (p oten cy) conta in ed  
in  1.105 m icrogra m s  o f th e m eth icillin  
m aster standard.

(9 ) O xacillin. Th e term  “m icrogra m ” 
applied to  oxa cillin  m eans th e oxa cillin  
a ctivity (p oten cy) con ta in ed  in  1.0996 
m icrogram s o f th e sodiu m oxa cillin  
m aster standard.

(10) A m phom y cin. Th e  term  “m icro ­
gra m ” applied to  am ph om ycin  m eans th e 
am ph om ycin  a ctivity (p oten cy) con ­
ta in ed  In  0.9355 m icrogra m  o f th e am ­
ph om ycin  m aster s ta ndard w hen  d ried  
fo r  4 hou rs a t 60° C . and a  pressu re o f 
5 m illim eters  or  less.

(11 ) A m photericin  A . Th e term  “m i­
crogra m ” applied to  am ph otericin  A  
m eans th e am ph otericin  A  a ctivity (p o ­
ten cy) con ta in ed  in  1.0  m icrogra m  o f 
th e am ph otericin  A  m aster sta ndard 
w hen  d ried  fo r  3 hou rs a t 60° C . and a  
pressu re o f 5 m illim eters  or less.

(12) A m photericin  B . Th e term  “m i-  
crogra m ” app lied  to  am ph otericin  B  
m eans th e am ph otericin  B  a ctivity (p o ­
ten cy) con ta in ed  in  1.124 m icrogram s o f 
th e am ph otericin  B  m aster s ta ndard 
w hen  d ried  fo r  3 hou rs a t 60° C . and a  
pressu re o f 5 m illim eters  or less.

(13 ) C olis tin. Th e term  “m icrogra m ” 
applied to  colistin  m eans th e colistin  base 
a ctivity (p oten cy! con ta in ed  in  1.495 m i­
crogra m s o f th e colistin  m a ster standard 
w hen  d ried  fo r  3 hou rs a t 60° C. and a 
pressu re o f 5 m illim eters  or less.

(14) C olis timethate . Th e term  “m i­
crogra m ” applied to  colistim eth a te 
m eans th e a ctivity (p oten cy) ca lcu la ted 
as colis tin  base th a t is  con ta in ed  in  1.938 
m icrogra m s  o f th e colis tim eth a te m aster 
s tanda rd  w hen  d ried fo r  3 hou rs a t 60° 
C . and a  pressu re o f 5 m illim eters  or less.

(15 ) C ycloserine. Th e term  “m icro ­
g ra m ” applied to  cycloserine m eans th e 
cycloserin e a ctivity (p oten cy) con ta in ed  
in  1.0  m icrogra m  o f th e cycloserine m as ­
ter  standard  w hen  d ried fo r  3 hou rs a t 
60° C . and a  pressu re o f 5 m illim eters  or 
less.

(16) Ery throm y cin. Th e term  “m i­
crogra m ” applied  to  eryth rom ycin  m eans 
th e eryth rom ycin  base a ctivity (p oten cy) 
conta in ed  in  1.0 2  m icrogram s o f th e 
eryth rom ycin  m aster s ta ndard w hen 
d ried  fo r  3 hou rs a t 60° C. and a  pressu re 
o f 5 m illim eters  or less.

(17) G ram icid in. Th e term  “m icro ­
g ra m ” applied  to  gra m icid in  m eans the 
gra m icid in  a ctivity (p oten cy) conta in ed  
in  1.0  m icrogra m  o f th e gra m icid in  m as ­
ter  standard  w hen  d ried  fo r  3 hou rs a t 
60° C. and a  pressu re o f 5 m illim eters  or  
less.

(18 ) G ris eofulv in. T h e  term  “mi­
crogra m ” applied  to  gris eofu lvin  means 
th e griseofu lvin  a ctivity (poten cy) con ­
ta in ed  in  1.0  m icrogra m  o f th e griseofu l­
vin 'm a s ter standard.

(19 ) Kanam y cin. Th e term  “micro­
gra m ” applied  to  kan am ycin  means the 
kan am ycin  b ase a ctivity (poten cy) con­
ta in ed  in  1.299 m icrogram s o f the kana ­
m ycin  m aster standard.

(20) N eomycin. Th e term  “micro­
g ra m ” applied to  neom ycin  means the 
neom ycin  base a ctivity (potency) con­
ta in ed  in  1.429 m icrogram s o f the neo­
m ycin  m aster standard  w hen dried for 
3 hou rs a t 60° C. and a  pressure of 5 
m illim eters  or  less.

(21 ) N ovob iocin. Th e term  “micro­
gra m ” applied to  n ovob iocin  means the 
n ovob iocin  a cid  a ctivity (poten cy) con­
ta in ed  in  1.033 m icrogram s o f the novo­
b iocin  m aster s ta ndard w hen  dried for 
3 hou rs a t 60° C . and a pressure of 5 
m illim eters  or less.

(22 ) O leandomycin. Th e term  “mi­
crogra m ” applied to oleandomycin 
m eans th e oleandom ycin  base activity 
(p oten cy) con ta in ed  in  1.176 micro­
gram s o f th e oleandom ycin  master 
standard.

(23 ) [R es erved ]
(24 ) O xy tetracy cline. T h e  term “mi- 

c o g ram ”  app lie d  t o  Oxytetracycline 
m e ans the  Oxy te t racy c line  base  activity 
(po t e n c y ) c o nt aine d  in  1.13 micrograms 
o f  t he  o xy t e t rac y line  m ast e r standard.

(25) Paromom y cin. Th e term  “mi­
crogra m ” applied to  paromomycin 
m eans th e pa rom om ycin  base activity 
(p oten cy) con ta in ed  in  1.333 micro­
gram s o f pa rom om ycin  m aster standard.

(26) Ty roihricin . Th e term  “micro­
g ra m ” applied to  tyroth ricin  means the 
a ctivity (p oten cy) conta ined in 0 .2 

m icrogra m  o f th e gra m icidin  master 
standard  w hen d ried fo r  3 hours at 60° C. 
and a  pressu re o f 5 m illim eters  or less.

(27) V ancomycin. Th e term  “micro­
gra m ” app lied  to  vancom ycin  means the 
van com ycin  base a ctivity (potency) con­
ta in ed  in  1.25 m icrogram s o f the vanco­
m ycin  m aster standard.

(28 ) V iom y cin. Th e term  “micro­
gra m ” applied  to  viom ycin  means the 
viom ycin  base a ctivity ( p o te n c y )  con­
ta in ed  In  1.355 m icrogram s o f the viomy­
cin  m aster standard  w hen dried for 3 

hou rs a t 60° C . and  a  pressure of 5 milli­

m eters  or less. .
(29 ) A m picillin . T h e  term  “micro­

gra m ” applied to  am picillin  means tn 
a m p icillin  a ctivity (poten cy) containea 

in  1.1547 m icrogram s o f the ampicm 
m aster standard.

(30) N afcillin . Th e term  micio- 
gra m ” app lied  to n a fcillin  m ea n s  

n a fcillin  a ctivity (p oten cy) c o n ta in ea  

1.052 m icrogram s o f th e n a fcillin  master 

s ta ndard w hen  dried  fo r  3 hours at
C. and a pressu re o f 5 m illim eters  or l

(3 1 ) —(33) [R e se rv e d ) .
(34 ) C ephalothin. Th e te r m  m «.

crogra m ” applied to cepha loth in  m 
th e cepha loth in  a ctivity (potency) 
ta in ed  in  1.055 m icrogram s o f “  
ceph a loth in  m aster standard whencep h a iotm n  m aster s w u u i»u  nf
fo r  3 hou rs a t 60° G. and a  pressure 

S m illim eters  or less.
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Su b p art  B— St a t e m e n t s o f  P o l icy  a n d  
I n t e r p r e t a t io n

§ 145.31 Antibio t ic  drugs not  subjec t  to  
cert ificat ion p rio r to M ay  1, 1963 ; 
statement o f  po licy .

(a ) P rior to th e en actm en t o f th e 1962 
amendments to the Fed era l Food , D ru g, 
and Cosmetic Act, th e on ly an tib iotic 
drugs requ ired to be su b m itted to the 
Food and D ru g Adm in is tra tion  fo r  cer ­
tification w ere those con ta in in g p en i­
cillin, streptom ycin , ch lortetra cycline, 
chloramphenicol, or b acitracin , or any 
derivative o f one o f these antib iotics . 
Scientific p roof o f s a fety and efficacy 
was required. In  the case o f a dru g con ­
taining any oth er an tib iotic, it w as nec ­
essary, unless th e dru g w as then  con ­
sidered to be gen era lly recognized  as sa fe, 
that the applican t su bm it p roof o f s a fety 
under the n ew -d ru g provis ions o f the 
act. Fu rtherm ore, p rior to en actm en t o f 
the 1962 amendments, a nu m ber o f these 
drugs had been declared no lon ger new  
drugs, since th ey h ad  b ecom e genera lly 
recognized as b ein g sa fe fo r  th eir in ­
tended uses. As  a resu lt, there are now  
on the m arket an tib iotic- con ta in in g 
drugs w ith  la b elin g cla im s th a t, in  th e 
opinion of the Adm in is tra tion , a re n ot 
supported b y ava ila b le m ed ica l data . 
This is pa rticu la rly tru e fo r  drugs such 
as troches, nose drops, m ou th  washes, 
and deodorants in tended fo r  use b y the 
laity.

(b ) Antib iotic drugs not, su b ject to 
certification p rior to M a y 1, 1963, th ere ­
fore fa ll in to tw o ca tegories :

(1) D rugs fo r  w hich , p rior to th eir 
being marketed, th e m anu factu rers  a p ­
plied for and ob ta ined effective n ew -dru g 
applications u nder th e provis ions o f sec­
tion 505 of the act.

(2) D rugs n ot cleared th rou gh  the 
new-drug procedu res p rior to th eir b eing 
m arketed .

(c) U nder th e provis ions  o f th e 1962 
amendments, drugs described in  p a ra ­
graph (b ) ( l )  o f th is  section  are exem pt 
¡rom an a ffirm ative fin d in g o f efficacy fo r  
ne conditions covered  b y the p rior ap -  

W  j  the n ew -dru g applica tion , and 
“7  “ iitia l regu lations lis tin g th em  fo r

rtification fo r  such cond itions m a y n ot 
oe withdrawn fo r  la ck  o f p roof o f effi-  
p^y,^ntil O ctober 9,1964. Th e d eferred  
t e<lr ve date as to efficacy does n ot app ly 

drugs described in  pa ra graph  
0 (2 ) of th is section. 

tim!\ ^ le p ° ° d  and D ru g Adm in is tra -  
virio JS d ra ftin g regu lations to p ro ­
n a * ^  certifica tion  o f the drugs in  
D l«f m i i v v . t l )  o f th is  section . S am ­
ian*,,* ^  accePted  from  a n y m anu -
in cn5vir  0r r,epacker o f a  dru g described 
fipatio« Regulations w ith  a  view  to  certi-  
mento1L * ÍJ 'lle drug m eets th e requ ire-  
effppHvo regu lations or, p en d in g the
a víptJ+ da ê such regu lations, w ith  
507 fn'T Release as p rovided  in  section
turpr ™  , act- Thus, each  m an u fa c-  
in nar9 L re?ac^ er a dru g described 
not hf̂ r a p l1 (k ) ( 1 ) o f th is  section  need 
Üon for effective n ew -d ru g app lica -  
certifinL- d,ru g m  ° rd er  to qu a lify fo r  
certifiprî 10nV kfft a ll such drugs w ill be 
conditw,?nly w tth  th e cla im s fo r  those 
found w h ich  th e drugs w ere

Procedure^® U nder ^  n ew -d ru g 
es. i f  a  regu la tion  p rovid in g 
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fo r  the certifica tion  o f a  dru g in , p a ra ­
graph  (b ) ( 1 ) has n ot b een  revoked  b e­
fo re  O ctob er 9, 1964, it w ill be revoked  
a fter  th a t da te unless th e C om m issioner 
o f Food  and D ru gs h as  received  substan ­
tia l evidence to  su pport th e cla im s o f 
effectiveness.

(2 ) Th e C om m issioner does n ot in tend  
to issue régu la tions to  p rovid e fo r  th e 
certifica tion  o f any dru g covered  b y p a r ­
a graph  (b ) ( 2 ) o f th is  section  u n til he 
has received  su b stantia l evidence to  sup ­
p ort such regu lations. A  dru g in  th is  
grou p, even  thou gh  m arketed b efore O c ­
tob er 10,1962, m a y n ot now  be m a rketed  
u n til an  appropria te regu la tion  has is ­
sued and th e dru g has been certified  or 
th e dru g has been released as p rovided  
in  section  507 (a ) o f the act. T o  perm it 
orderly tra n s ition  to th e certifica tion  re ­
qu irem ents, th e C om m issioner w ill con ­
tinu e to  a ccep t sam ples o f a  dru g in  
th is  grou p  w ith  a  view  to  release o f 
b atches as p rovided  in  section  507 (a ) o f 
the act, p rovided  th e m a n u fa ctu rer sub ­
m its  to  th e Food  and D ru g A d m in is tra ­
tion  b y S ep tem b er 6 , 1963, evidence to 
support th e cla im s fo r  such drugs.

P A R T  1 4 6 —- A N T IB I O T IC  D R U G S; 
P R O CED U R A L R EG U LA T I O N S

Sec.
146.1 Procedure  f o r  t he  est ablishm ent  o f

regulat ions. [Bese rv ed ]
146.2 Beque st s f o r  ce rt i f icat ion, check

tests and  assays, an d  wo rk ing  
standards; in fo rm at io n  and sam ­
ples required.

146.3 Cert i ficat ion.
146.4 Condit ions on the  ef fect iveness o f

cert ificates.
146.5 Beco rds o f  d ist ribut io n.
146.6 R e fusal o f  ce rt i f icat ion service.
146.7 Beco rds re tent ion.
146.8 Pees.
146.9 Disposit ion o f  outdat ed drugs.
146.10 Ne w  ant ibio t ic  and an t ibio t ic -c o n ­

t ain ing  products.
146.11 Dec larat ion o f  potency .
146.12 Shipm e nt  o f  ant ibio t ic  drugs pack ­

aged in  bulk  containers.
146.13 Fo rm s f o r  cert i f icat ion or exem pt ion

o f  ant ibio t ic  drugs.

Au t h o r i t y : T he  prov isions o f  this P art  146 
issued unde r sec. 507, 59 Stat . 463, as 
am ended; 21 U.S.C. 357.

Cr o s s  R e f e r e nc e : Fo r o ther regulat ions 

in  th is chapte r concerning ant ibio t ic  and  
ant ibio t ic -c o nt ain ing  drugs, see also  § § 8.3, 
120.117, 120.148, and  P art s 121 and  130.

§  146.1 P ro c e dure  f o r  the establishm ent  
o f  regulat ions. [R e se rv e d ]

§ 146.2 Requests f o r  cert i ficat ion, check  
tests and assays, and w o rk ing  stand­
ards; in fo rm at io n and sam ples re ­
quired.

(a )  A  requ est fo r  certifica tion  o f a 
b a tch  sha ll b e addressed to th e C om ­
m iss ioner and  sha ll b e in  a  fo rm  speci­
fied  b y h im . A  requ est from  a  foreign  
m an u fa ctu rer sha ll b e s igned b y such 
m an u fa ctu rer and b y an  a gen t o f such 
m an u fa ctu rer w ho resides in  th e U n ited  
S tates.

( b ) Th e in itia l requ est fo r  certifica tion  
o f a b atch  o f any dru g su bm itted b y any 
person sha ll b e preceded  or accom pan ied 
b y a  fu ll sta tem en t o f the fa cilities  and 
controls  u sed to m a in ta in  th e id en tity, 
strength , qu a lity, and  pu rity o f each

b atch , inclu ding a descrip tion  o f ( 1 ) the 
m ethods and processes used in  th e m a n ­
u fa ctu re o f th e d ru g; ( 2 ) th e tests  and  
assays o f th e dru g m a de du rin g th e 
m an u fa ctu re o f th e b a tch  and a fter  it is 
pa ckaged ; and (3 ) th e la b ora tory fa c ili ­
ties  u sed in  such controls. Su ch in itia l 
requ est sha ll a lso b e preceded or a ccom ­
pan ied  b y th e key o f the b a tch  m arks 
used b y such person  and b y specimens o f 
a ll la b elin g (in clu d in g specimens o f a ll 
b rochu res and oth er p rin ted  m a tter ex ­
cep t rea d ily a va ila b le m edica l pu b lica ­
tions referred  to in  such la b elin g ) to be 
used fo r  such drug. W h en  any change 
is  m a de in  any such fa c ility or control, 
or in  any such key or lab eling, such 
person sha ll p rom p tly su b mit to th e 
C om m issioner a fu ll sta tem en t o f such 
ch ange or, in  the case o f ch anged  la b el­
ing, specimens show ing a ll such changes.

(c )  A  person w ho requ ests  certifica ­
tion  or check tests and assays o f a  b a tch  
sha ll su b mit w ith  h is requ est the fo llow ­
in g in form a tion  and sam ples:

( 1 ) Th e b atch  m a rk  o f the drug.
(2 ) Th e qu an tity o f each  in gred ien t 

used in  m a kin g the batch.
(3 ) Th e size o f th e b atch , inclu ding 

th e nu m b er o f conta iners  o f each  size 
in  th eb a tch .

(4 ) Th e da te o f the la tes t assay o f th e 
b atch .

(5 ) Th e resu lts o f tests and assays 
m a de b y or fo r  h im  on  th e b a tch  as 
requ ired  fo r  th e dru g b y specific regu ­
la tions.

( 6 ) Th e b a tch  m a rk (s ) o f th e a n ti­
b iotic (s ) u sed in  m akin g the b atch .

(7 ) U nless  previou s ly su b m itted, th e 
resu lts o f tests and assays m a de b y or 
fo r  h im  on th e a n tib iotic(s ) used in  
m a kin g th e b a tch  as requ ired  b y spe­
cific regu la tions.

( 8 ) Th e nu m b er o f a ccu ra tely rep re ­
sen ta tive samples th a t a re requ ired  fo r  
th e  b a tch  b y specific regu la tion s; In  the 
case o f dru gs such as d ry pow ders, solu ­
tions, ointm ents, and suspensions, th e 
sample sha ll be collected b y ta k in g s ingle 
im m ed ia te conta iners , b efore or a fter  
la b eling, a t such in terva ls  th rou ghou t 
th e en tire tim e o f packagin g th e b atch  
th a t th e qu an tities  pa ckaged  du rin g th e 
in terva ls  a re a pp roxim a tely equa l. In  
n o case, h ow ever, sha ll m ore th a n  5 ,0 0 0  

im m ed ia te conta iners  h ave b een pack ­
a ged  du ring each  such in terva l o f sam ­
p lin g, except fo r  a  sample collected  fo r  
s terility tes ting. In  th e case o f drugs 
such as ta b lets  or oth er such u n it dosage 
form s, th e sam p le sha ll be collected  b y 
ta k in g s in gle tab lets  a t such in terva ls  
th rou ghou t th e en tire tim e o f ta b letin g 
th e b a tch  th a t th e qu antities  tab leted  
du rin g th e in terva ls  a re app roxim a tely 
equal. In  no case, h ow ever, sha ll m ore 
th an  5,000 tab lets  h ave b een tab leted  
du ring each  in terva l o f sam p ling, ex ­
cep t fo r  a  sam ple collected fo r  tim e o f 
d is in tegra tion . I f  th e person w ho pack ­
ages th e tab lets  in to dispensing-s ize con ­
ta iners  is  n ot the m anu factu rer, such 
sam ple sha ll be collected th rou ghou t the 
en tire tim e o f packagin g the b a tch  in to 
such conta iners .

(d ) E ach  sample su b m itted pu rsu ant 
to the regu la tions in  th is  ch apter sha ll 
b e addressed to  th e C om m issioner. Its  
pa ckage sha ll b e clea rly iden tified  as to 
its  contents and sha ll b ea r th e nam e and
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post-office address o f th e person su b m it­
tin g  it.

(e> In  add ition  to th e in form a tion  and 
samples specifica lly requ ired  to b e sub ­
m itted  to  th e C om m issioner b y th e reg ­
u la tions in  th is  ch apter, th e person w h o 
requ ests certifica tion  o f a  b a tch  sha ll 
su bm it such fu rth er in form a tion  and 
samples as the C om m issioner m a y re ­
qu ire fo r  th e pu rpose o f in vestiga tions 
to  determ in e w h eth er or n ot such b a tch  
com plies  w ith  th e requ irem ents o f § 146.3 
fo r  th e issuance o f a  certifica te.

( f )  U pon  th e requ est o f a n y person, 
s ta tin g reasonab le grou nds th erefor, th e 
C om m issioner sh a ll fu rn ish  such person 
w ith  a  portion  o f the w orkin g standards.

§ 146.3 Cert if icat ion.

(a )  I f  it appears  to th e C omm issioner, 
a fter  such in vestiga tion  as h e considers 
necessary, th a t:

(1 ) Th e in form a tion  (in clu d in g re ­
su lts o f tests a n d  assays) and samples 
requ ired  b y or pu rsu ant to th e regu la ­
tion s  in  th is  ch a p ter h a ve heen sub ­
m itted , and th e requ est fo r  certifica tion  
conta in s n o u ntru e sta tem en t o f a  m a ­
ter ia l fact,*' and

(2 ) Th e b a tch  com plies  w ith  th e reg ­
u la tions in  th is  ch apter and con form s  to  
th e applica b le standards  o f id en tity, 
strength , qu a lity, and p u rity prescrib ed 
b y th e regu la tions in  th is  ch apter;

the C om m issioner sha ll certify th a t such 
b a tch  is sa fe and efficaciou s fo r  use, sub ­
jec t to such cond ition s on  th e effective ­
ness o f certifica tes  as a re prescrib ed  b y 
§ 146.4, and sha ll issue to  th e person w ho 
requ es ted it a  certifica te to th a t effect.

(b ) I f  th e C om m issionèr determ ines, 
a fter  such in ves tiga tion  as h e considers  
to  b e necessary, th a t the in form a tion  
su b m itted pu rsuant to th e regu la tions in  
th is  chapter, or  the b a tch  covered  b y 
such request, does n ot com ply w ith  th e 
requ irem ents set fo rth  in  pa ra graph  (a )  
o f th is  section  fo r  th e issuance o f a  cer ­
tifica te, th e C om m issioner sha ll refu se to 
cer tify such b a tch  and  sha ll g ive notice 
th ereof to th e person w ho requ ested cer ­
tifica tion , s ta tin g h is  reasons fo r  refu sa l.

(c )  A ll statements, samples, and oth er 
in form a tion  and m a teria ls  su b m itted  in  
conn ection  w ith  a  requ est fo r  certifica ­
tion  sha ll be considered to b e p a rt o f such 
requ est.

(d )  C om pliance o f a  dru g w ith  th e 
standards  o f id en tity, strength , qu a lity, 
and  pu rity prescrib ed b y regu la tions in  
th is  ch apter sha ll be determ in ed  b y th e 
tests  and m ethods o f assay prescrib ed 
fo r  such dru g b y regu la tions issued u nder 
th is  chapter.

(e )  Th e regu la tions in  th is  chapter, 
prescrib ing tests and m ethods o f assay 
fo r  an tib iotic and an tib iotic- con ta in in g 
drugs, sha ll n ot b e constru ed as p reven t­
in g  th e C om m issioner from  u sing any 
oth er tes t or m ethod o f assay in  his in ­
ves tiga tion s to determ in e w h eth er or n ot:

(1 ) A  requ est fo r  certifica tion  con ­
ta in s  any u ntru e sta tem ent o f a  m a te ­
r ia l fa ct ; or

(2 ) A  certifica tion  has b een  ob ta ined 
th rou gh  frau d, o r  throu gh  m is repre­
sen ta tion  or concea lm ent o f a  m a teria l 

fa ct.
( f )  E xcept as specifica lly p rovided  b y 

th e regu la tions in  th is  ch apter, n o p ro ­

vis ion  o f any regu la tion  sha ll b e con ­
stru ed as exem ptin g any certifia b le a n ti­
b iotic dru g from  any app lica b le p rovi­
s ion o f the a ct or any regu la tion  th ere ­
u nder.

§  146.4 Condit ions on the effect iv eness 

o f  cert ificates.

(a )  A  certifica te sha ll n ot b ecom e 
effective:

(1 ) I f  it is ob ta in ed  th rou gh  fra u d  or 
th rou gh  m is represen ta tion  or concea l­
m en t o f a  m a teria l fa ct;

(2 ) W ith  respect to any package u n ­
less it com plies  w ith  th e packagin g re ­
qu irem ents, i f  any, prescrib ed b y the 
regu la tions in  th is  ch a p ter w h ich  w ere 
in  effect on  th e da te o f the certifica te;

(3 ) W ith  respect to  a n y package u n ­
less its  la b el and la b elin g b ea r a ll w ords, 
statem ents, and oth er in form a tion  re ­
qu ired  b y th e regu la tions in  th is  ch ap ­
ter ; or

(4 ) W ith  respect to any package o f a  
certifia b le a n tib iotic dru g su b ject to th e 
regu la tions in  th is  chapter, w hen  it is 
inclu ded  in  a  packaged  com b in a tion  w ith  
an oth er dru g, unless such oth er dru g 
com plies  w ith  the requ irem ents o f th e 
regu la tion s in  th is  ch apter.

(b ) A  certifica te sha ll cease to  be 
effective:

(1 ) W ith  respect to  any im m ed ia te 
con ta in er a fter  th e exp ira tion  da te, i f  
any, p rescrib ed b y th e regu la tions in  th is 
ch a p ter;

(2 ) W ith  respect to  any im m ed ia te 
con ta in er w hen  it or its  sea l ( if  th e regu ­
la tion s in  th is  ch apter requ ire it to  b e 
sea led ) is b roken, o r  w hen  its  la b el or 
la b elin g is  a ltered , m u tila ted, des troyed, 
ob litera ted , or  rem oved  in  w h ole or in  
pa rt, or ceases to con form  to  an y la b elin g 
requ irem en t prescrib ed b y th e regu la ­
tions in  th is  ch apter, except th a t:

( i )  I f  th e dru g in  such conta in er is re ­
packed or used as an  in gred ien t in  th e 
m an u fa ctu re o f an oth er drug, and  certi­
fica tion  o f the b a tch  thu s m ade is re ­
quested, such certifica te sha ll con tinu e 
to  be effective fo r  a  reasonab le tim e to 
p erm it certifica tion  o r  destru ction  o f 
such b a tch ;

( ii )  I f  th e dru g is in  a con ta in er pa ck ­
a ged  fo r  d ispensing and is u sed in  com ­
pou nd ing a  prescrip tion  issued b y a  
p ra ctition er licensed b y la w  to  adm in ­
is ter such dru g, such certifica te sha ll 
continu e to be effective fo r  a  reasonab le 
tim e to p erm it th e d elivery o f th e dru g 
compou nded on  such p rescrip tion ; or

( iii)  I f  its  la b el or la b elin g is rem oved 
in  w hole or in  p a rt fo r  th e pu rpose o f 
rela b elin g and su pplem enta l certifica ­
tion  o f th e relab eled  dru g is  requ ested, 
as p rovided  b y § 144.3 o f th is  chapter.

(3 ) W ith  respect to  any im m ed ia te 
con ta in er o f pen icillin  w hen  it is in ­
clu ded in  th e packaged  com b in a tion  
p en icillin  w ith  a lu m inu m  h yd roxide gel 
or pen icillin  w ith  a  vasoconstrictor, or  
to any im m ed ia te con ta in er o f b a citra cin  
w hen  it is inclu ded in  th e packaged com ­
b in a tion  b a citra cin  w ith  a  va soconstric­
tor, except th a t w hen certifica tion  o f th e 
b a tch  so inclu ded is requ ested, such cer ­
tifica te sha ll continu e to b e effective fo r  
a  reasonab le tim e to p erm it certifica tion  
o f such b a tch  w h ich  is  p a rt o f such com ­

b in a tion ;

(4 ) W ith  respect to any package when 
th e dru g th erein  fa ils  to  m eet the stand­
a rds o f id en tity, strength , qu ality, and 
pu rity w h ich  w ere in  effect on  the date of 
the certifica te; except th a t those minor 
changes w h ich  occu r b efore the expira ­
tion  da te and w hich  a re n orm a l and un­
avoidab le in  good  stora ge and distribu ­
tion  p ractice sha ll b e disregarded.

(5 ) W ith  respect to  any package of a 
certifia b le a n tib iotic dru g su b ject to the 
regu la tions in  th is  ch apter, included in 
a packaged  com b in a tion  w ith  another 
drug, w hen  such oth er dru g fa ils  to meet 
th e requ irem ents o f the regu lations in 
th is  ch ap ter; or

( 6 ) W ith L respect to any immediate 
conta in er, i f  such regu lations require 
its  la b elin g to  b ea r a  cau tion  against 
d ispensing oth erw ise th a n  on  prescrip­
tion , a t th e b eginn in g o f th e act of 
d ispensing or offer in g to dispense it 
otherw ise th a n :

( i)  B y a  p ra ctition er licensed by law 
to adm in is ter such d ru g; or

( ii)  O n  h is  prescrip tion  issued in his 
profess iona l practice.

§ 146.5 R ecords o f  distribut ion.

(a )  Th e person w ho requested certifi­
ca tion  sha ll keep com plete records show­
in g ea ch  sh ipm ent and other delivery 
(in clu d in g exports ) o f each certified 
b a tch  or p a rt th ereof b y such person or 
b y a n y person  su b ject to his control. 
Su ch records sh a ll show  the date and 
qu an tity o f each  such sh ipment or de­
livery and  th e n am e and post-office ad­
dress o f th e person to  w hom  such ship­
m ent or d elivery w as made, and shall be 
kep t fo r  n ot less th a n  3 years  a fter such 
date.

(b ) U pon  th e requ est o f any officer or 
em ployee o f th e Food  and D ru g Adminis­
tra tion , or o f any oth er officer or em­
p loyee o f th e U n ited  S tates acting on 
b eh a lf o f th e S ecreta ry, the person to 
w h om  a certifica te is  issued shall at all 
reasonab le hou rs m ake such records 
a va ila b le to  any such officer or employee 
and sha ll a ccord  to  h im  fu ll opportunity 
to  m a ke in ven tory o f stocks of such 
b a tch  on  han d and otherwise to checK 
th e correctness o f such records.

§ 146.6 R e fusal o f  cert ificat ion service.

W h en  th e S ecreta ry finds, a fter giving 
n otice and opportu nity for  hearing, tna 

a  person h as : .
(a )  O b ta in ed  or a ttem pted to obtain 

a  certifica te th rou gh  frau d, or throug 
m is represen ta tion  or concealm ent oi

fa c t; . ,
Fa ls ified th e records r eq u ir ed  w  

; b y § 146.5; or ,
Failed to  keep such records or t 

;hem ava ilab le, or to  accord 
u nity to m ake an inventory oi 
on  han d  or otherwise to ch ec  

rrectness o f such records, as 
b y § 146.5, and such fa ilu r e * ^  
a lly im p a ir the certification sen

creta ry w ill im m e d ia t e ly  suspend

to  such person under the reg 
in  th is  chapter and w ill cont _ 

u spension unless and un h 
shows adequ ate cause why 

: shou ld b e resumed.
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§ 146.7 R ecords retent ion.

At the option  o f th e person h avin g 
control of records requ ired  to b e kep t 
by any regu la tion  in  th is  P a rt 146, p h oto ­
static or oth er perm anen t reprodu ctions 
may be substitu ted fo r  such records  a fter  
the first 2  years  o f th e h old in g period.

§ 146.8 Fees.

(a ) Fees fo r  th e services rendered  
under the regu lations in  th is  ch apter 
shall be such as are necessary to  provide, 
equip, and m a in ta in  an  adequ ate certifi­
cation service.

(b ) Th e fee fo r  such services w ith  re ­
spect to each  b atch  o f a drug, certifica ­
tion of w hich  is p rovided  b y the regu la ­
tions in  th is  chapter, in clu ding those 
published herea fter, is th e fee prescrib ed  
in the section rela tin g specifica lly to such 
drug plus an  add itiona l 30 percen t o f 
whatever th a t fee m ay be, except th a t in  
the case o f a su pplem enta l requ est sub ­
mitted pu rsuant to th e provis ions  o f 
§ 144.3 of th is  chapter, th e fee sha ll 
be $3.00.

(c) W hen th e C om m issioner considers  
it necessary to m a ke in vestiga tions  o f a 
new product con ta in in g a certifia b le 
antibiotic dru g on  w hich  a requ est has 
been submitted in  accordance w ith  
§ 146.10, the fee fo r  such service sha ll be 
the cost thereof. In  such case th e re ­
quest shall be fo llow ed  b y an  advan ce 
deposit in  such am ou nt as th e C om m is ­
sioner specifies, and th erea fter  such a d ­
ditional advance deposits sha ll be m ade 
as the Commissioner estim ates m a y be 
necessary to p reven t a rrea rs  in  the p a y ­
ment of such fee.

(d) A  person re quir ing  co nt inuing  c e r ­
tification serv ices m ay  m ain t ain  an  ad ­
vance deposit o f  t he  est im ated cost  o f  
such services f o r  a  t w o -m o n t h  pe riod. 
Such deposit sh al l  be  debit ed w i t h  fe e s 

tor services rende red, but  shal l  no t  be  
debited fo r any  fe e  the  am o unt  o f  w h ic h  

is not de finite ly  spec if ied in  t he  re g ula ­
tions in this c hapt e r unless the  deposit o r 

uas previously  requested the  p e r f o rm - 
J“ ce °*  ^ e  serv ices to  be  cov e red by  such

. '  ^  m onthly  st at em ent  f o r  each such  
yance deposit  sh al l  be  re nde red.
(e) The fees fo r  th e services rendered  

a spect to each  b atch  certified
■shoiir the re£ulat ions in  this c hapt e r  
can accomPany  the  request  f o r  c e rt i f i - 

a n r t ’ or the re quest  f o r  check  test s 
a ssays , unless such fe e  is cov e red by  

fin a<*vance deposit  m ain t aine d  in  ac - 
mance w ith p arag rap h  (d )  o f  this 

sjd on‘ Also , i f  t he  Com m issione r c o n - 

that  inv est igat ions o the r t h an  

sar^vnat ion o f  such sam ples are  nec es- 
bat/>h °  determ ine whe t he r o r no t  such  

§ 14r  oC?mp^ es wl t h  the  re quirem ent s o f  

the f J ° i  issuance  o f  a cert i f ic ate ,

investigat ions.inClUde ^  C0St ° f  SUCh

with fees f o r  the  serv ices re nde re d  

exemntfi160}  to eac h applic at io n  f o r  an  

regular n from  ce rt i f icat ion un de r the  

and fm*0nS § 144-26( b )  o f  this chapt e r, 
be; r ea°h  am endm ent  there to , shal l

(2 ) $5.00 fo r  changes in  one or m ore 
n ew -d ru g substances conta in ed  in  a 
m ed ica ted  feed  form u la  describ ed in  an 
am endm ent to  such applica tion .

Th e fee prescrib ed b y th is  pa ra gra ph  
sha ll accom pany each  app lica tion  and 
each  am en dm ent to  such app lica tion  
unless such fee is covered  b y an  advance 
deposit m a in ta in ed  in  accordan ce w ith  
pa ra gra ph  (d ) o f th is  section .

(g )  Th e u nearned portion  o f any a d ­
va nce deposit sha ll b e refu nded  to the 
depositor u pon h is applica tion .

(h ) W h en ever in  th e ju dgm en t o f the 
C om m issioner th e ra tio b etw een  fees col­
lected (w h ich  a re based u pon experience 
and th e b est estim ate o f costs  and th e 
best estim ate o f ea rn in gs ) and th e costs 
o f p rovid in g the service du rin g an  
elapsed period o f tim e, in  th e ligh t o f a ll 
circu mstances and contingencies, w a r ­
ran ts  a  refu n d  from  the fu n d  collected  
du ring su ch period , he sha ll m a ke ra ta ­
b le refu nds to those persons to w hom  
th e services w ere rendered  and charged , 
excep t fo r  those services describ ed u nder 
§ § 144.3 and 144.26 o f th is  chapter.

( i)  A ll deposits and fees  requ ired  b y 
th e regu lations in  th is  ch apter sha ll b e 
pa id  b y m oney order, b ank d ra ft, or cer ­
tified  check draw n  to th e order o f th e 
Food  and D ru g Adm in is tra tion , collect­
ib le a t pa r a t W ashington, D .C . A ll such 
deposits and fees sha ll be forw a rd ed  to  
th e Food  and D ru g Adm in is tra tion , D e ­
p a rtm en t o f H ea lth , E du cation , and W el ­
fa re, W ash in gton , D .C ., 20204, w h ere ­
u pon a fter  m aking appropria te records 
th ereof th ey w ill be tra n sm itted  to th e 
C h ief D isb u rsing O fficer, D ivis ion  o f 
D isbu rsement, Trea su rer o f th e U n ited  
S tates, fo r  deposit to th e specia l accou nt 
“S a la ries  and Expenses, C ertifica tion , 
In spection , and  O th er Services, Food  and 
D ru g Adm in is tra tion .”

§ 146.9 Disposit ion o f  outdated drugs.

W h en  certifica tion  b ecomes in va lid  b e­
cause th e exp ira tion  da te is passed, such 
a rticles  shou ld n ot be disposed o f fo r  
dru g use eith er throu gh  com m ercia l or 
ch a rita b le channels  unless th e articles  
h ave been assayed to estab lish  poten cy 
and recertified .

§ 146.10 New  ant ibio t ic  and ant ibio t ic - 
containing products.

A n y requ est th a t th e S ecreta ry p ro ­
vide fo r  the certifica tion  o f b atches o f 
a  dru g fo r  w hich  no provis ion  fo r  cer ­
tifica tion  is  m a de in  th e exis ting regu ­
la tions in  th is  chapter sha ll be in  a  form  

specified b y the. C om m issioner and sha ll 
be accom pan ied b y :

(a )  A  sta tem en t o f th e cond ition s fo r  
w h ich  th e person w ho makes such requ est 
intends such dru g to b e used, and ade ­
qu ate directions fo r  use in  each  such 
cond ition ;

(b ) Fu ll reports  o f inves tiga tions  
w h ich  have b een m a de to  show  w h eth er 
or  n ot such dru g is sa fe and efficacious 
fo r  use in  such cond itions ,*

(c ) A  fu ll lis t o f th e a rticles  used as 
com ponents o f such dru g;

(d ) A  fu ll s ta tem en t o f the com pos i­
tion  o f such d ru g ;

(e ) A  fu ll description  o f th e m ethods 
used in , and th e fa cilities  and controls

used for , th e m a nu factu re, processing, 
and  packagin g o f such dru g;

( f )  A  fu ll description  of, or  references 
to  pu b lica tions  con ta in in g p ra ctica l and 
accu rate tests and m ethods o f assay to 
determ in e th e iden tity, strength , qu a l­
ity, and pu rity o f such dru g;

(g )  Su ch samples o f such dru g and 
o f th e a rticles  used as components th ere ­
o f as th e C om m issioner m a y requ ire; and

(h ) Specim ens o f a ll la b elin g (in clu d ­
in g a ll b rochu res and oth er p rin ted  m a t­
ter, except read ily a va ila b le m edica l pu b ­
lica tions, referred  to in  such la b elin g) 
proposed to be used fo r  such drug.

§ 146.11 Dec larat ion o f  potency .

W h erever th e potency o f an  an tib iotic 
dru g inclu ded  in  th e regu la tions in  th is  
ch apter is expressed in  term s o f w eigh t, 
such poten cy sha ll be equ iva len t to th a t 
conta in ed  in  th e same w eigh t o f th e m as ­
ter  standard o f th e drug.

§ 146.12 Shipm ent  o f  ant ibio t ic  drugs 
packaged in  bulk  containers.

(a )  Th e Food  and D ru g A d m in is tra ­
tion  has received  inqu iries  from  certa in  
in terested  m anu factu rers  concern ing 
th eir  sh ipm ent o f certified  antib iotics , 
packaged  in  bu lk conta in ers , to  hospita ls  
and pharm acies  fo r  repack in g or fo r  use 
in  th e m an u fa ctu re o f an oth er d ru g on  
th e order or p rescrip tion  o f a  physician . 
Th e regu lations prom u lga ted  u nder sec­
tion  507 o f th e Federa l Food, D ru g, and 
C osm etic A ct (21 U .S.C . 357) do n ot 
p roh ib it th e sh ipm ent o f certified  bu lk 
con ta in ers  o f an tib iotics  to  such persons. 
H ow ever, u nder th e provis ions  o f § 146.4 
(b ) ( 2 ) ( i)  o f th is  chapter, certifica tion  
shou ld b e requ ested o f ea ch  repacked 
b a tch  and o f ea ch  b a tch  o f another dru g 
m an u fa ctu red  from  such b u lk drug, u n ­
less th e repa ckaged dru g or oth er dru g 
has b een  m a de exem pt from  th e certi­
fica tion  requ irem ents b y regu la tion . 
Th e fa ct th a t th e dru g is  to  b e repacked 
or m an u fa ctu red  on  th e order or p re ­
s crip tion  o f a  phys ician  does n ot exem pt 
it from  th e certifica tion  requ irem ents  o f 
th e act. U n d er th e provis ions  o f § 146.4 
(b ) ( 2 ) ( ii)  o f th is  chapter, it is  on ly 
w hen th e dru g used to  com pou nd a  p re ­
scrip tion  is in  a  con ta in er pa ckaged  fo r  
d ispensing th a t certifica tion  o f th e dru g 
so compou nded is  n ot requ ired.

(b ) In  th e ligh t o f these provis ions, 
unless th e m an u fa ctu rer and sh ipper o f 
b u lk conta iners  o f an tib iotics  has, w ith  
th e consignee, an  effective p erm it issued 
u nder § 144.6 o f th is  chapter, i f  th e dru g 
is to be repacked, or u nder § 144.7 o f th is  
ch apter i f  it is to be used in  th e m anu ­
fa ctu re o f another drug, th e sh ipper has 
th e responsib ility o f seeing th a t certifi­
ca tion  is  requ ested o f each  repacked 
b a tch  and o f each  b a tch  o f another dru g 
m an u fa ctu red  from  such drug.

§ 146.13 Fo rm s f o r  cert i ficat ion o r e x ­
em pt ion o f  ant ibio t ic  drugs.

Th e follow in g form s  w hich  mu st be 
su pplied in  connection  w ith  certa in  cer ­
tifica tion  or exem ption  procedu res fo r  
an tib iotic drugs m a y be ob ta in ed  from  
the D ivis ion  o f A n tib iotics  and Insu lin  
C ertifica tion , Food  and D ru g A dm in is ­
tra tion , D epa rtm en t o f H ea lth , E du ca ­
tion , and W elfa re, W ash in gton , D .C., 
20204:
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Fo rm
1 Applic at io n fo r  exem pt ion fo r  storage.
2 A pplic at io n fo r  exem pt ion fo r  processing.
3 Applic at io n fo r exem pt ion fo r  labe ling .
4 A pplic at io n fo r exem pt ion fo r m anufac ­

t uring  use.
5 R e que st  t o  prov ide  fo r  ce rt i f icat ion o f  a

ne w  ant ibio t ic  product .
6 Dat a t o  accom pany  o r precede every  in i ­

t i al request  f o r  ce rt i f icat ion o f  a bat ch  

o f  an  an t ibio t ic  d rug
7 R e que st  f o r  check tests and  assays or

cert i f icat ion o f  a bat c h o f ----------------
(t h e  blan k  t o  be  fi lled in  w i t h  the  

nam e  o f  the  ant ibio t ic  d r u g ) .
8 Applic at io n fo r  exem pt ion fo r  repack -

ing.
9 R equest  fo r supplem ental ce rt i f icat ion o f

a bat ch o f  an  ant ibio t ic  drug.
10 A pplic at io n fo r exem pt ion fo r ant ibio t ic s

m ixed in  an im al feeds.

PART 148— AN TIB IO TIC  DRUGS; 
PACKAGING  AND LABELING RE­
QUIREMENTS

Sec.
148.1 (R ese rv e d]
148.2 P ac kag ing  requirem ents.
148.3 L abe ling  requirem ents.
148.4 L abe ling  o f  ant ibio t ic  drugs int ended

fo r export .
148.5 A nt ibio t ic  and ant ibio t ic -c o nt ain ing

drugs int ended fo r use  in  m i lk -p ro ­
duc in g  anim als; labe ling .

Au t h o r it y : T he  prov isions o f  this P art  148 

issued unde r sec. 507, 59 Stat . 463, as 

am ended; 21 TJ.S.C. 357.

Cr o s s  Re f e r e nc e : F o r o ther regulat ions in  
t h is chapte r concerning ant ibio t ic  drugs ex ­
em pted f ro m  ce rtain labe ling  requirem ents, 
see also  § 1.107 o f  this chapter.

§ 148.1 [R e se rv e d ]

§ 148.2 P ac k ag ing  requirem ents.

E a ch  dru g describ ed in  Pa rts  148a to 
148z, inclu sive, o f th is  ch apter sh a ll be 
packaged  in  im m ed ia te conta iners  th a t 
com ply w ith  th e requ irem ents  described 
in  Pa rts  146a to 146e, inclu sive, o f th is  
ch apter fo r  th e im m ed ia te conta iners  
used to package th e same dosage form  
unless otherw ise requ ired fo r  th e dru g 
b y specific regu lations.

§  148.3 L abe l in g  requirem ents.

(a )  I f  an  an tib iotic dru g is packaged  
fo r  d ispensing:

(1 ) I t  sha ll b e la b eled in  accordance 
w ith  th e requ irem ents prescrib ed  b y 
§ 1.106(b ) o f th is  chapter, issued u nder 
section  502 (f) o f th e act, unless th e reg ­
u la tion s perta in in g to  such dru g specifi­
ca lly exem pt it from  such requ irem ents.

(2 ) Its  la b elin g sha ll b ea r any add i­
tion a l in form a tion  requ ired  fo r  th e dru g 
b y specific regu lations.

* (3 )  E ach  package sha ll b ea r on  its  
ou tside w rapper or con ta in er and th e im ­
m ed ia te con ta in er an  exp ira tion  da te

prescrib ed fo r  the dru g b y specific regu ­
la tions, except th a t th e da te m a y b e used 
th a t is 18, 24, 30, 36, 42, 48, 54, or 60 
m onths a fter  th e m on th  du ring w h ich  
th e b a tch  w as certified  if  th e person w h o 
requ ests certifica tion  has su b m itted to  
th e C om m issioner resu lts o f tests and as ­
says show ing th a t such dru g as prepa red 
b y h im  is stab le fo r  such period  o f tim e. 
I f  th e m an u fa ctu rer or  repa cker o f th e 
dru g has b een  exem pted from  th e certifi­
ca tion  requ irements, such da te sh a ll b e 
th e nu m b er o f m onths a fter  th e m on th  
du ring w hich  th e b a tch  w as la st assayed 
and released b y th e m an u fa ctu rer or re ­
packer. I f  an  exp ira tion  da te is  u sed 
th a t is lon ger th an  th e m in im u m  da te 
p rovided  fo r  th e dru g b y specific regu la ­
tions, it m a y b e used on ly i f  the m an u fa c ­
tu rer has su b m itted in form a tion  to th e 
C om m issioner adequ ate to p rove th a t the 
dru g is  stab le fo r  such tim e.

(b ) I f  it is packaged  solely fo r  m anu ­
fa ctu rin g use or fo r  repacking, each  
package sha ll b ea r on  its  ou tside w rapper 
or con ta in er and  th e im m ed ia te con ­
ta iner, the fo llow in g:

(1 ) Th e nu m b er o f u nits or m icro ­
gram s  o f a ctivity p er m illigra m  or per 
gram , and th e nu m b er o f gram s or k ilo ­
gram s in  th e im m ed ia te conta iner.

(2 ) Th e b a tch  m ark.
(3 ) Th e sta tem en t “C a u tion : Federa l 

la w  p roh ib its  d ispensing w ith ou t p re ­
scription .”

(4 ) Th e  sta tem en t “F or  m an u fa ctu r ­
in g use,” “F or  repa ckin g,” or “F or  m anu ­
fa ctu rin g use or repackin g,” and, i f  it is  
n ot sterile, th e sta tem en t “non sterile.” .

(5 ) Th e requ ired exp ira tion  date.
(c ) Th e exp ira tion  da te prescrib ed fo r  

a dru g b y the regu la tions in  th is  ch apter 
m a y be om itted  from  th e la b el o f the im ­
m edia te con ta in er i f  such con ta in er con ­
ta ins a  s in gle dose and it is packaged  in  
an  in d ivid u a l w ra pper or con ta in er th a t 
b ears the da te prescrib ed.

§ 148.4 L abe l in g  o f  ant ibiot ic  d rags in ­
tended f o r  export .

(a )  An tib iotic dru gs su b ject to certi­
fica tion  u nder section  507 o f th e act and 
in tended  fo r  export w ill b e certified  n ot­
w ith s tan d in g fa ilu re to m eet th e la b elin g 
requ irem ents o f th e applicab le sections 
if  th e la b elin g used fo r  such drugs m eets 
th e fo llow in g cond ition s:

( 1 ) I t  has been approved b efore use by 
th e govern m en t au thorities  o f the coun-_ 
try to w h ich  th e drugs a re in ten ded fo r  
exp ort; and

(2 ) Su ch la b elin g represents th a t such 
drugs a re fo r  use on ly in  those conditions 
fo r  w h ich  th ey are certified  fo r  domestic 
d is trib u tion .

(b ) Th e legen d  “C au tion : Federa l la w  
p roh ib its  d ispensing w ith ou t prescrip ­
tion ” m igh t b e in appropria te on  a n tib i­
otic drugs exported  from  th e U n ited

S tates, since th eir  sa le m a y or m a y not be 
so res tricted  u nder th e law s o f th e coun­
try o f destina tion . T h e  Food  and Drug 
A d m in is tra tion  w ou ld n ot ob ject to a 
s ligh t m od ifica tion  o f th e w ording to 
read, “C au tion : Federa l (U .S .A .) law 
p roh ib its  d ispensing w ith ou t prescrip ­
tion ,” b y a  m an u fa ctu rer w ho wishes to 
m a rket a  dru g u nder th e same label both 
in  dom estic and foreign  commerce.

§ 148.5 Ant ibio t ic  and ant ibiot ic-con­
t ain ing  d rags intended f o r  use in 
m ilk -pro duc ing  an im als; labeling.

W h en ever the la b elin g o f an  antibiotic 
dru g inclu ded  in  th e regu lations in  this 
ch apter suggests or recommends its use 
in  m ilk -p rodu cin g anim als, the label of 
such dru gs sh a ll b ea r eith er the state­
m en t “W a rn in g : N ot fo r  use in  animals 
produ cing m ilk , since th is  use w ill result 
in  con tam in a tion  o f th e m ilk” or the 
s ta tem en t “W a rn in g: M ilk  taken from 
trea ted  an im als  w ith in — hours a fter the 
la tes t trea tm en t m u st n ot be used for 
food ”, and  th e b lank has been filled in 
w ith  th e figu re, w h ich  shall not be 
grea ter th a n  96, th a t th e Commissioner 
has au thorized  th e m anu factu rer of the 
dru g to  use. Th e C ommissioner shall 
determ in e w h a t such figu re sha ll be from 
in form a tion  su b m itted b y the manufac­
tu rer and  w h ich  th e Commissioner con­
s iders  is  adequ ate to  p rove th a t period 
o f tim e a fter  th e la tes t trea tm ent that 
th e m ilk  from  trea ted  anim als w ill con­
ta in  no residues from  use o f the prepa­
ra tion . I f  th e use o f th e antib iotic drug 
as recom m ended does n ot resu lt in its 
appearance in  th e m ilk  neither of the 
ab ove w a rn in g sta tem ents  is required.

5. A ll cita tion s to § 148.4 in  Part s l48a- 
148w are ch anged  to  read  “ § 146.2”.

Th is  revis ion  and  recod ification  of the 
a n tib iotic regu la tion s involved  in this 
order supersedes a ll p rior a m en d m en ts .

A lt h o ug h  th is doc um ent  includes cer­
t a in  substant iv e  am endm ents to existing 

re gulat io ns, such am endm ents are made 
so le ly  f o r  the  purpo se  o f  inte rpretat ion or 
c lari f ic at io n  o f  e x ist ing  m at e rial and are 

n o t  re st ric t iv e  in  nat ure . T herefore , i  
f ind  t h at  no t ice  an d  public  procedure 

an d  de lay e d  e ffec t iv e  date  are  not  neces­
sary  pre requisi t es to  the  prom ulgat ion o 

th is o rde r.

Effective  date. Th is  order shall be­
com e effective on  th e da te o f its publica­
tion  in  th e F e d e r al  R e g is t e r .
(Sec. 507, 59 Stat . 463 as am ended; 21 Ü.S.C. 

357)

D a ted : N ovem b er 18, 1964.^

Jo h n  L. Har v e y , 
D eputy  Co m m issio n er  

o f Food and Drugs.

[F .R . Doc. 64-11941; F i le d, Nov . 20,
8:49 a m . ]


