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services; § 13.85 Government approval, 
action, connection or standards: Inspec­
tion; 1 § 13.260 Terms and conditions. 
Subpart— Offering unfair, improper and 
deceptive inducements to purchase or 
deal: § 13.1955 Free goods; § 13.1975 Gov­
ernment penalty; § 13.1980 Guarantee, 
in ' general.
(Sec. 6, 38 Stat. 721; 15 U.S.C. 46. Interpret 
or apply sec. 5, 38 Stàt. 719, as amended; 15 
U.S.C. 45) [Cease and desist order, Coral 
Stone 'Construction Company et al„ Chicago, 
111., Docket 7309, January 8, 1959]

In  the Matter of Coral Stone Construc­
tion Company, a Corporation, and Nor­
man Stone, Theodore T. Stone, Betty 
Stone, and Morton I. Kovin, Individu­
ally and as Officers of Said Corporation
This proceeding was heard by a hear­

ing examiner on the complaint of the 
Commission charging a seller of building 
materials in Chicago with representing 
falsely in advertising to obtain home im­
provement and repairs contracts, that 
monthly payments on remodeling jobs 
were smaller than was the fact; that 
governmental authorities regularly in­
spect homes for violations of building 
codes and levy fines therefor; that valu­
able gifts would be given to prospects who 
allowed it to bid on a job; and that its 
“Coral Stone” was backed by a lifetime 
guarantee not to chip or crack.

After acceptance of an agreement con­
taining a consent order, the hearing ex­
aminer made his initial decision and 
order to cease and desist which became 
on January 8 the decision of the Commis­
sion.

The order to cease and desist is as 
follows:

It  is ordered, That respondents Coral 
Stone Construction Company, a corpora­
tion, and its officers, and Norman Stone, 
Theodore T. Stoile, Betty Stone, and 
Morton I. Kovin, individually and as 
officers of said corporation, and re­
spondents’ agents, representatives, and 
employees directly or through any cor­
porate or other device, in connection 
with the offering for safe, sale ahd dis­
tribution of building materials required 
in the execution of contracts for repairs 
or other improvements on homes or other 
structures, in commerce, as “commerce” 
is defined fii the Federal Trade Commis­
sion Act, do forthwith cease and desist 
from:

(a ) Representing, directly or by im­
plication, that certain periodic payments 
may be made to liquidate the ^mount due 
on contracts with respondents unless it 
is expressly stated that such payments 
may be made only by those who can 
qualify.

(b ) Representing, directly or by impli­
cation, that governmental authorities 
make inspections of homes or other 
structures, to find violations of building 
codes or other laws and levy fines for vio­
lations, unless restricted to the par­
ticular areas in which such inspections 
are actually made.

(c) Representing, directly or by im­
plication, that respondents give articles 
of merchandise as a gift to persons who 
merely permit them to submit a bid for

1 New.

repairs or other work on homes or other 
buildings and improvements or for any 
other reason, that is not in accordance 
with the facts.

(d ) Representing, directly or by iin- 
plication, that a product is guaranteed 
unless the terms and nature of the 
guarantee and the, manner in which the 
guarantor will perform are clearly set 
forth. _

By “Decision of the Commission”, etc., 
report of compliance was required as 
follows:

It  is ordered, That the respondents 
herein shall within sixty (60) days after 
service upon them of this order, file with 
the Commission a report in writing set­
ting forth in detail the manner and form  
in which they have complied with the 
order to cease and desist.

Issued: January 8,1959.
By the Commission.
[ seal] R obert M. P arrish ,

Secretary.
[F.R. Doc. 59-1050; Filed, Feb. 5, . 1959;

8:48 a.m.]

[Docket 7187]

PART 13— DIGEST vOF CEASE AND 
DESIST ORDERS

Furs by Weiss, Inc., and Joseph Weiss
Subpart— Advertising falsely or mis­

leadingly: § 13.30 Composition of goods: 
Fur Products Labeling Act. Subpart—  
Invoicing products falsely: § 13.1108 In ­
voicing products falsely: Fur Products 
Labeling Act. Subpart— Misbranding or 
mislabeling: § 13.1190 Composition: Fur 
Products Labeling Act; § 13.1212 Formal 
regulatory and statutory requirements : 
Fur Products Labeling Act. Subpart—* 
Neglecting, unfairly or deceptively, to 
make material disclosure: § 13.1845 
Composition: Fur Products Labeling 
Act; § 13.1852 Formal regulatory and 
statutory requirements: Fur Products 
Labeling Act; § 13.1865 Manufacture or 
preparations Fur Products Labeling Act;
§ 13.1886 Quality, grade or type of prod­
uct; § 13.1900 Source or origin: Fur 
Products Labeling Act : Place.
(Sec. 6, 38 Stat. 721; 15 U.S.C. 46. Interpret 
or apply sec! 5, 38 Stat. 719, as amended; sec. 
8, 65 Stat. 179; 15 U.S.C. 45, 69f) [Cease and 
desist order, Furs By Weiss, Inc., et al., Cleve­
land, Ohio, Docket 7187, January 8, 1959]

In  the Matter of Furs by Weiss, Inc., 
a Corporation, and Joseph Weiss, 
Individually and as an Officer of Said 
Corporation

This proceeding was heard by a hear­
ing examiner on the complaint of the 
Commission charging a furrier in Cleve­
land, Ohio, with violating the Fur Prod­
ucts Labeling Act by naming on labels 
attached to fur. products and in news­
paper advertising, animals other than  
those producing certain furs; by failing, 
in other respects to comply with the 
labeling requirements and with the in­
voicing provisions óf the Act; and by 
advertising in newspapers which failed 
to disclose the names of animals pro­

ducing certain furs, the country of origin 
of imported furs, or the facts that cer­
tain products contained artificially col­
ored or cheap or waste fur.

After acceptance of an agreement for 
a consent order, the hearing examiner 
made his initial decision and order to 
cease and desist which became on Janu­
ary 8 the decision of the Commission.

The order to cease and desist is as 
follows:

It  is ordered, That the respondents, 
Furs By Weiss, Inc., a corporation, and 
its officers, and Joseph Weiss, individu-. 
ally Etnd as an officer of said corporation, 
and respondents’ representatives,,agents 
or employees, directly or through any 
corporate or other device, in connection 
with the introduction into commerce, 
or the sale, advertising or offering for 
sale in commerce, or thè transportation 
or distribution in commerce, of fur prod­
ucts, or in connection with the sale, ad­
vertising, offering for sale, transporta­
tion or distribution of fur products 
which are made in whole or in part 
of fur which has been shipped and re­
ceived in commerce, as “commerce”, 
“fu r” and “fur product” are defined in 
the Fur Products Labeling Act, do forth­
with cease and desist from:

1. Misbranding fur products by:
(a ) Failing to affix labels to fur prod­

ucts showing :
( 1 ) The name or names of the animal 

or animals producing the fur or furs 
contained in the fur product as set forth 
in the Fur Products Name Guide arid as 
prescribed under the Rules and Regula­
tions;

(2) That the fur product contains or 
is composed of used fur, when such is

i fact; '
3) That the fur product contains or 
composed of bleached, dyed, or artm- 
lly colored fur, when such is the fact; 
;4) That the fur product is composed 
whole or in substantial part of paws. 
Is, bellies, or waste fur, when such is
i f * ,
;'5) The name, or other identification 
ued and registered by the Commissio > 
one or more persons who manuiac> 
•ed such fur product for introductio 
o commerce, introduced it into c 
rce, sold it in  commerce, advertised o 
ered it for sale in commerce, or trans 
rted or distributed it in commerce 
(6) The name of the country of o | 
any iriiported furs used in

^ s e t t i n g  forth on labels the name
an animal in addition to 
the animal that produced thehm  
(c) Setting forth on labels attacne

(1 ^  Information required under^sec
n 4 (2 ) of the Fur Products LaDe 

and the rules and r ^ u“ ^ viated 
thereunder in aoDrev

Information reqmred under ec 
4(2) of the Fur Products Labeur*
md the rules and regu a ^ ngled 
ated thereunder whicf 
non- required information; gec. 

Information required-fes Labeling 
4 (2 )  of the » ^ ¿ S i o n s  pro- 
md the rules and regu ting>
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(d) Failing to set forth on labels all 

the information required under section 
4(2) of the Fur Products Labeling Act 
and the rules and regulations promul­
gated thereunder on one side of the 
labels.

(e) Failing to set forth separately on 
labels attached to fur products composed 
of two or more sections containing dif­
ferent animal furs the information re­
quired under section 4(2) of the Fur 
Products Labeling Act and the rules and 
regulations promulgated thereunder 
with respect to the fur comprising each 
section.

2. Falsely or deceptively invoicing fur 
products by:

(a) Failing to furnish invoices to pur­
chasers of fur products showing:

(1) The name or names of the animal 
or animals producing the fur or furs con­
tained in the fur product as set forth in 
the Fur Products Name Guide and as 
prescribed under the rules and regula­
tions;

(2) That the fur product contains or 
is composed of used fur, when such is the 
fact;

(3) That the fur product contains or 
is composed of bleached, dyed, or other­
wise artificially colored fur, when such is 
the fact;

(4) That the fur product is composed 
in whole or in substantial part of paws, 
tails, bellies, or waste fur, when such is 
the fact;

(5) The name and address of the per­
son issuing such invoices;

(6) The name of the country of origin 
of any imported furs contained in the 
fur product.

(7) The item n u m b e r  or ms 
assigned to the fur product.

3. Falsely or deceptively advertis; 
a P,roducts through the use of a 

advertisement, representation, put 
wmoimcement, or notice which is : 
renued to aid, promote, or assist, direc 

in sale or offering : 
, °f Products, and which :

names disclose the name
in? tho e aruinal or animals prodi 

or furs c o n t a in  in the J 
forth in the Fur Produ

said rii^ ff^and 85 Prescribed under t 
a™ e sa n d  regulations. .
Products^ disclose that the j
bleached or are composed
colored fiiryeK 0r otherwise artificia 

&  *  the fact.
Productsif-J® dlsclose that the i
substantial c?mP°sed in whole or 
w a s t X l ^  of paws, tafis, bellies,

( d ) S j hensuch is the fact, 
other thaïth? the m m e of an aninProducedthefur,ame ° f  the anim al ü
eountry^/ n̂ iscl° se the name of t 
coatam ed in fS r^ u^  to P °rted fl

report^of^Qa the Commission”, et 
follows; mpliance was required

llere.lQshaue!^ h -Th^t the respon 
service unon tv, Slxty (80) days 
Sf c Ä ® ° t t W s o r d er,ffli

forth în0 ,!a. i eport In w  
111 detail the manne;

form in which they have complied with 
the order to cease and desist.

Issued: January 8,1959.
By the Commission.
[ seal]  R obert M. P arrish ,

Secretary.
[F R . Doc. 59-1051; Filed, Feb. 5, 1959; 

8:49 a.m.l y

Title 21— FOOD AND DRUGS
Chapter I— Food and Drug Adminis­

tration, Department of Health, Edu­
cation, and Welfare

SUBCHAPTER A— GENERAL
S PART 9— COLOR CERTIFICATION
FD&C Yellow Nos. 1, 2, 3, and 4
In  the matter of amending the color- 

certification regulations with respect to 
FD&C Yellow No. 1 , FD&C Yellow No. 2, 
FD&C Yellow No. 3, and FD&C Yellow  
No. 4:

An order was published in the F ederal 
R egister on M ay 4, 1957 (22 F .R . 3173), 
deleting the above-identified colors from  
§ 9.3 List of straight colors and specifica­
tions for their certification for use in 
food, drugs, and cosmetics and amending 
§ 9.5 List of straight colors and specifica­
tions for their certification for use in ex­
ternally applied drugs and cosmetics by 
adding thereto the four colors External 
D&C Yellow No. 7, External D&C Yellow  
No. 8, External D&C Yellow No. 9, and 
External D&C Yellow No. 10.

The only objection to this order was 
filed by the Certified Color Industry Com­
mittee. The grounds for the objection 
were that these four colors would produce 
no adverse effect on man at the levels of 
actual use in the human diet. The ob­
jection recognized that the pharmaco­
logical tests known to the Industry Com­
mittee have established that FD&C 
Yellow Nos. 1 , 3, and 4 produce adverse 
physiological effects as a concentration of 
1,000 parts per million ( 0.1 percent) of 
the diet of test animals. The objection 
suggested that the Department of Health, 
Education, and W elfare establish toler­
ances to prohibit the use of excessive 
concentrations of these four colors in 
foods. A  public hearing was requested.

The decision of the Court of Appeals 
for the Fifth Circuit in Florida Citrus 
Exchange v. Folsom drew the Depart­
ment’s construction of the coal-tar color 
provisions of the Federal Food, Drug, and 
Cosmetic Act into question, and for that 
reason the Deputy Commissioner of Food 
and Drugs on August 15, 1957 (22 " F i t  
6613), stayed the delisting provisions in 
their entirety and stated that an an­
nouncement with respect to the requested 
hearing would be made at a later date.

On December 15,, 1958, in F lemm ing v. 
Florida Citrus Exchange, the Supreme 
Court of the United States reversed the 
Fifth Circuit decision and held that a  
coal-tar color that is not itself a harmless 
substance is not to be certified and, if it 
is not certified, it is not to be used at all. 
The Court agreed with the Department’s

construction that there is no authority in 
existing law  to establish a tolerance for 
a  toxic coal-tar color.

The Supreme Court’s decision having 
established the proper construction of 
the law, the objection of the Certified 
Color Industry Committee to the de- 
listing of FD&C Yellow Nos. 1 , 2, 3, and  
4 is without substance, and no purpose 
could be served by holding a public hear­
ing. The Department has no authority 
to certify colors that are themselves 
toxic, as is the case with FD&C Yellow  
Nos. 1 , 2, 3, and 4, and the Department 
has no authority to establish a tolerance 
for such a color, as requested by the In ­
dustry Committee.

Accordingly, pursuant to the provi­
sions of the Federal Food, Drug, and  
Cosmetic Act (sec. 701(e), 52 Stat. 1055, 
as amended 70 Stat. 919, 72 Stat. 948; 
21 U.S.C. 371 ( e ) ) ,  and the authority dele­
gated to the Commissioner of Food and  
Drugs by the Secretary of Health, Edu­
cation, and W elfare (22 F.R. 1045; 23 
F.R. 9500): I t  is ordered, That the reg­
ulations for the certification of coal-tar 
colors (21 CFR 9.3, 9.5) be amended as 
indicated below:

1. Section 9.3 List of straight colors 
and specifications for their certification 
for use in food, drugs, and cosmetics is 
amended by deleting from paragraph
(a ) the names of the following straight 
colors and the respective specifications 
therefor:

FD&C Yellow No. 1.
FD&C Yellow No. 2.
FD&C Yellow No. 3.
FD&C Yellow No. 4.

2. Paragraph (a ) of §9.5 List of 
straight colors and specifications for 
their certification for use in externally 
applied drugs and cosmetics is amended 
by adding thereto, immediately following 
the specifications for Ext D&C Yellow No. 
6, the following:

Ext D&C Y e llo w  No. 7 

SPECIFICATIONS

Disodium salt o í 2,4-dinitro-l-napthol-7- 
sulfonic acid.

Volatile matter (at 135° C.), not more 
than 10.0 percent.

Water-insoluble matter, not more than 
0.2 percent.

Ether extracts, not more than 0.1 percent. 
Chlorides and sulfates of sodium, not 

more than 5.0 percent.
Mixed oxides, not more than 1.0 percent. 
Martius yellow, not moré than, 0.03 

percent.
Pure dye (as determined by titration with 

titanium trichloride), not less than 85.0 
percent.

Ex t  D&C Y e llo w  N o . 8 

SPECIFICATIONS

Dipotassium salt of 2,4-dinitro-l-naph- 
thor-7-sulíonic acid.

Volatile matter (at 135° C.), not more 
than 10.0 percent.

Ether extracts, not more than 0.1 percent. 
_Chlorides and sulfates of potassium, not 

more than 5.0 percent.
Mixed oxides, not more than Í.0 percent. 
Martius yellow, not more than 0.03 

percent.
Pure dye (as determined by titration with 

titanium trichloride), not less than 85.0 
percent.
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Ext D&C Y e llo w  No. 9

SPECIFICATIONS

l-Phenylazo-2-naphthylamine.
Volatile matter (at 80° C .), not more than 

0.2 percent.
Sulfated ash, not more than 0.3 percent.
Water-soluble matter, not more than 0.3 

percent.
Matter, insoluble in carbon tetrachloride, 

not more than 0.5 percent.
Intermediates, not more than 0.05 percent.
Pure dye (as determined by titration with 

titanium trichloride), not less than 99.0 
percent.

Melting point, not less than 99° C.
EXT D&C Y e llo w  No. 10 

SPECIFICATIONS

1-o-Tolylazo-2-naphthylamine.
Volatile matter (at 80° C.), not more than 

0.2 percent.
Sulfated ash, not more than 0.3 percent.
Water-soluble matter, not more than 0.3 

percent.
Matter, insoluble in carbon tetrachloride, 

hot more than 0.5 percent.
Intermediates, not more than 0.05 percent.
Pure dye (as determined by titration with 

titanium trichloride), not less than 99.0 
percent..

Melting point, not less than 1 2 0 C.

Effective date. The amendment of the 
color-certification regulations (§§ 9.3 and  
9.5) promulgated by this order shall be­
come effective 90 days after publication 
of this order in the F ederal R egister.
(Sec. 701, 52 Stat. 1055, as amended 70 Stat. 
919, 72 Stat. 948; 21 U.S.C. 371. Interprets 
or applies secs. .406(b), 504, 604, 52 Stat, 
1046, 1049, 1052; 21 U.S.C. 346(b), 354, 364)

Dated: January 27,1959.
[ seal] John  L. H arvey ,

Deputy Commissioner 
of Food and Drugs.

[F.R. Doc. 59-1054; Piled, Eeb. 5, 1959;
8:49 a.m.]

SUBCHAPTER C— DRUGS

PART 141a— PENICILLIN AND PENI­
CILLIN-CONTAINING DRUGS; TESTS 
AND METHODS OF ASSAY

PART 146a— CERTIFICATION OF PEN­
ICILLIN AND PENICILLIN-CONTAIN­
ING DRUGS

Penicillin-Streptomycin- (or Dihydro­
streptomycin-) Bacitracin Methyl­
ene Disalicylate-Neomycin Oint­
ment-

Under the authority vested in the Sec­
retary of Health, Education, and W elfare  
by the Federal Food, Drug, and Cos­
metic Act (sec. 507, 59 Stat. 463, as 
amended; sec. 701, 52 Stat. 1055, as 
amended; 21 U.S.C. 357, 371) and dele­
gated to the Commissioner of Food and 
Drugs by the Secretary (23 F.R. 9500), 
the fegulations for tests and methods of 
assay and certification of penicillin and 
penicillin-containing drugs (21 CFR  
Parts 141a, 146a) are amended as 
follows: y,

1. Part 141a is amended by adding 
thereto the following new section;

§ 141a.98 Penicillin-streptomycin-baci­
tracin methylene disalicylate-neomy­
cin ointment; penicillin-dihydro- 
streptomycin-bacitracin methylene 
disalicylate-neomycin ointment.

(a ) Potency— (1) Penicillin content.
Proceed as directed in § 141a.8(a). Its 
penicillin content is satisfactory if it 
contains not less than 85 percent of the 
number of units that it is represented to 
contain. *-

(2) Streptomycin content. Proceed 
as directed in § 141a.65(a)X2). Its con­
tent of streptomycin is satisfactory if it 
contains not less than 85 percent of the 
number of milligrams that it is-repre­
sented to contain.

(3) Dihydrostreptomycin c o n t e n t .  
Proceed as directed in § 141a.65(a) (3).  
Its content of dihydrostreptomycin is 
satisfactory if it contains not less than  
85 percent of the number of milligrams 
that it is represented to contain.

(4) Bacitracin methylene disalicylate 
content. Proceed as directed in § 141a. 
49(a ) (3 ) .  Its potency is Satisfactory if 
it contains not less than 85 percent of 
the equivalent number of units of baci­
tracin that it is represented to contain.

(5) Neomycin content. Proceed as 
directed in § 141a.65(a) (4) ( i i i ) . Its 
content of neomycin is satisfactory if 
it contains not less than 85 percent of 
the number of milligranàs that it is repre­
sented to contain.

(b ) Moisture. Proceed as directed in
§141a.8(b). '

2. Part 146a is amended by adding' 
thereto the following new section:
§ 146a.20 Penicijlin-streptomycm-baci- 

tracin methylene disalicylate-neomy­
cin ointment ; penicillin-dihydro- 
streptomycin-bacitracin methylene 
disalicylate-neomycin ointment.

Penicillin - streptomycin - b a c i t r a c i n  
methylene disalicylate-neomycin oint­
ment and penicillin-dihydrostreptomy- 
cin-bacitracin methylene disalicylate-  
neomycin ointment conform to all re­
quirements prescribed by § 146a.70 for 
penicillin -  streptomycin -  bacitracin 
methylene disalicylate ointment and 
penicillin -  dihydrostreptomycin -  baci­
tracin methylene disalicylate ointment, 
except that:

(a ) Each dose, as recommended in its 
labeling, shall contain the equivalent of 
not less than 2,000 units of bacitracin 
and 'not less than 100 milligrams of 
neomycin. The neomycin used con­
forms to the standards prescribed by 
§ 146e.410(a) of this chapter, except the 
standard for toxicity.

(b ) In  addition to the labeling pre­
scribed by § 14§a.70(a)"(2), each package 
shall bear on thè outside wrapper or con­
tainer and the immediate container the 
number of milligrams of neomycin in 
each prescribed dose.

(c ) In  addition to complying with the 
requirements of § 146a.70(a) (3),  a per­
son who requests certification of a batch 
shall submit with his request a statement 
showing the batch marks and (unless it 
was previously submitted) the results 
and date of the latest tests and assays 
of the neomycin used in making the 
batch for potency, moisture, and pH. He

shall also submit In connection with his 
request (unless it was previously sub­
mitted) a sample consisting of 5 packages 
of the neomycin used in making the 
ointment, containing approximately 
equal portions of 0.5 gram each.

(d ) The fees for the services rendered 
with respect to the sample submitted in 
accordance with paragraph (c) of this 
section shall be $4.00 for each immediate 
cQntainer of the neomycin used in 
making the ointment.

Notice and public procedure are not 
necessary prerequisites to the promulga­
tion of this order, and I  so find, since it 
was drawn in collaboration with in­
terested members of the affected in­
dustry and since it would be against 
public interest to delay providing for 
tests and methods of assay and certifica­
tion of the new antibiotic-containing 
drugs covered by this order.

Effective date. This order shall be­
come effective upon publication in the 
F ederal R egister, since both the public 
and the affected industry will benefit by 
the earliest effective date, and I so find.
(Sec. 701', 52 Stat. 1055, as amended; 21 U.S.C. 
371. Interprets or applies sec. 507, 59 Stat. 
463, as amended; 21 U.S.C.-357)

D ated: January 30,1959.
[ seal] John  L. Harvey,

Deputy Commisioner 
of Food and Drugs.,

[F.R. Doc. 59-1052; Filed, Feb. 5, 1959; 
8:49 a.m.j

VRT M id  —  CHLORAMPHENICOL 
AND CHLORAMPHENICOL-CON­
TAINING DRUGS; TESTS AND 
METHODS OF ASSAY

^RT 146d —  CERTIFICATION OF
CHLORAMPHENICOL AND CHLOR­
AMPHENICOL - C O N T A I N I N G  
DRUGS

iloramphenicol Sodium Succinate» 
Chloramphenicol Sodium Succinate 
for Aqueous Injection
Under the authority vested 
tary of Health, Education, and Wdfa 
r the Federal Food, Drug, and Cosmeti 
3t (sec. 507, 59 Stat. 463, as amend d, 
c. 701, 52 Stat. 1055, as amended, ^
,S.C. 357, 371) and de^nruesby the 
>mmissipner of Food and Dn
¡ci'etary (22 10f  X h o d s  °i
le regulations for teste an h,orani- 
;say and certification of 
lenieol and c M o r ^ h e m r o l M ^  
3  drugs are amendKl by ¿ da™  ing 
P-R, Parts 141d and 146d the ion 
jw sections:
141(1.314 Chloramphenicol go

succinate. ^ ^ t o m e t r i c

’the standard s

M4-nr>do T*n etorile distilled
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ng. per milliliter. Using a  suitable 
spectrophotometer, determine the ab­
sorbance of the solution in a 1-centi­
meter cell at 278 mpt, compared with dis­
tilled water as a blank. Calculate the 
absorptivity as follows:

absorbance at 278 ma
E K = --------- :---- -----— -,-----—-  i

i cm. grams of standard per
100 milliliters

(2) Procedure. Dissolve the sample to 
be tested in’ sufficient sterile distilled 
water to give a solution containing 30 fig. 
per milliliter. Using a suitable spectro­
photometer, determine the absorbance 
of the solution in a 1-centimeter cell at 
276 m/i compared with distilled water as 
a blank. Calculate the absorptivity as 
follows:

absorbance at 276 maCr-----r-------- ■ - ---— ■ > •
i cm. grams of sample per 

100 milliliters^

Calculate the potency of the sample as 
follows: • mm

e  &1 cm. of sample
-X 1,000

E  \ \  of standard l cm.
=micrograms of chloramphenicol per milli­

gram of chloramphenicol sodium suc­
cinate.

(b) Sterility. Using 40 milligrams 
from each container tested, proceed as 
directed in § 141a.2 of this chapter, ex­
cept that neither penicillinase nor the 
control tube is used in the test for 
bacteria.

(c) Toxicity. Use sterile physiological 
salt solution as the diluent, and proceed 
as directed in § 141a.4 of this chapter, 
using as a test dose 0.5 milliliter of a 
solution containing 2 milligrams of

r^ariiphenico1 activity per milliliter, 
w - i Vr°9ens. Use sterile physio­
logical salt solution as the diluent and 
proceed as directed in § 141a.3 of this 
chapter, using as a test dose 1.0 milliliter 
«> miiv 0gram’ a solution containing 
Permuiiu^S ° f cllloramPhenicol activity

PrQceed as directed 
test dS? n°e5 ?1.is ^aP ter, using as a
tainin^c ° ‘6. ““iiiiiter of a solution con-
activitt i milllgrarns ° f  chloramphenicol activity per milliliter.

§ 141aX?Wrf '+v?roceed as directed in 
8 ( l r i S e) ° f ^ is chapter. .
1141ak m  ^  d i r e c t e d  in
aqueous iu  t* this chapter, using an

^ P e r m m u V COntaininB 200 mlUi-
weigh r°tation. AccuratelyaSS»1 * *  tested in a volu- 
^tiUedwatertif dllute witb  sufficient 
ing approxbw P ve a solution contain- 
tailliliter uiilligrams per
of 1"deciinetIvTfer+ifle solution to a tube 
angular Totatin?1̂ 11 and determine the 
meter, usinl S  i n ,a suitable polari-
fiiter, and c a S w i ight or a 5893-m<“ 
§ l41d 3is  Ula Ĝ speciflc rotation.

succinate 9 ^ OPa,“Phenicol sodium 
(a> p , or aV»eous injection.

tents o^eaeif’i •'D!sso v̂e the entire con- 
temimum voinm*1 t0c ^  tested in the 
^commendJd m th  ° f  distilled water 
tee entire remil ̂  d e lin g ,  withdraw  

No. 2 6 ^ 2  b e C0ntents and fu r­

ther dilute with sufficient distilled water 
to give a concentration of 20 ptg. per 
m i l l i l i t e r  of chloramphenicol (esti­
m ated ). W ith a suitable spectrophotom­
eter, determine the absorbance of this 
solution in a 1-cm. cell at 276 m^ com­
pared with distilled water as a blank. 
Also determine the absorbance of an  
aqueous solution of the chloramphenicol 
standard containing exactly 20 /¿g. per 
milliliter.

Potency per vial = -&bs° rbattCy o f sample 
absorbancy of standard 

X labeled potency of vial 
(immediate container.)

Its potency is satisfactory if it contains 
not less than 90̂  percent of the chloram­
phenicol activity that it is represented 
to contain.

(b ) Sterility. Proceed as directed in 
J  141d.3,14(b).

(c ) Toxicity. Proceed as directed in 
§ 141d.314(c).

(d ) Pyrogens. Proceed as directed in 
§ 141d.314(d).

(e) Histamine. Proceed as directed 
in § 141d.314(e).

(f )  Moisture. Proceed as directed in 
§ 141d.314(f).

(g ) pH. P r o c e e d  as directed in 
§ 141d.314(g).

§ 146d.314 Chloramphenicol sodium 
succinate.

(a ) Standards of identity, strength, 
quality, and purity. Chloramphenicol 
sodium succinate is the light-yellow, 
water-soluble, ethanol-insoluble crystal­
line sodium salt of the 3-monosuccinate 
ester of chloramphenicol. It is so puri­
fied and dried that:

(1) Its potency is not less than 650 /ig. 
per milligram.

(2) It is sterile.
(3) It  is nontoxic.
(4 ) It is nonpyrogenic.
(5) It contains no histamine nor his­

tamine-like substances.
(6) Its moisture content is not more 

than 5.0 percent.
(7) The pH  of an aqueous solution 

containing 200 milligrams per milliliter 
is not less than 6.4 and not more than 
7.0.

(8) Its specific rotation in an aqueous 
solution containing 50 milligrams per 
milliliter at 25° C. is +6.5° ±1.5°.

(b ) Packaging; labeling; request for 
certification, samples; fees. Chloram­
phenicol sodium succinate conforms to 
all requirements and procedures pre­
scribed for chloramphenicol by § 146d.301
(b ),  (cY, (d ),  and (e ), except that:

(1) The expiration date shall be the 
date that is 36 months after the month 
during which the batch was certified.

(2) The request for certification shall 
be accompanied or followed by the re­
sults of tests and assays of the batch for 
potency, sterility, toxicity, pyrogens, his­
tamine, moisture, pH, and specific ro­
tation.

(3) W hen a batph is packaged for 
repacking or for use as an ingredient in 
the manufacture of another drug, each 
package submitted for sterility testing 
shall contain approximately 500 milli­
grams of the drug in lieu of 40 milli­
grams.
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§ 146d.315 Chloramphenicol sodium 

succinate for aqueous injection.
(a ) Standards of identity,- strength, 

quality, and purity. Chloramphenicol 
sodium succinate for aqueous injection 
is a dry mixture of chloramphenicol so­
dium succinate and one or more suitable 
and harmless buffer substances and pre­
servatives. It is so purified that:

(1) It is sterile.
(2) I t  is nontoxic.
(3) It is nonpyrogenic.
(4) It contains no histamine nor his­

tamine-like substances.
(5) Its moisture content is not more 

than 5 percent.
( 6) The pH  of a solution prepared as 

directed in its labeling is not less than 
6.4 and not more than 7.0.

The chloramphenicol sodium succinate 
used conforms to the requirements pre­
scribed by § 146d.314(a), except that it 
is exempt from the requirements of 
§ 146d.314(a) ( 2 ) and (4) when the 
chloramphenicol sodium succinate for 
aqueous injection, in which it is used, has 
been rendered sterile and pyrogen-free. 
Each other ingredient used, if its Tiame 
is recognized in the U.S.P. or N.F., con­
forms to the standards prescribed there­
for by such official compendium.

(b ) Packaging; labeling; request for 
certification, samples; fees. Chloram­
phenicol sodium succinate for aqueous 
injection conforms to the requirements 
and procedures prescribed by § 146d.307
( b ) , (c ) , <d) , and (e ) for chlorampheni­
col for aqueous injection, except that:

(1) The expiration date of the drug 
shall be 36 months.

(2) In  lieu of the requirements speci­
fied by § 146d.307(d) (2 ), a  person who 
requests certification of a batch shall 
submit in connection with his request re­
sults of tests and assays listed after each 
of the following, made by him on an ac­
curately representative sample o f:

(i ) The batch: Potency, sterility, tox­
icity, pyrogens, histamine content, mois­
ture, and pH.

(ii) The chloramphenicol sodium suc­
cinate used in making the batch: Potency 
and specific rotation.

Notice and public procedure are not 
necessary prerequisites to the promulga­
tion of this order, and I  so find, since it 
was drawn in collaboration with inter­
ested members of the affected industry 
and since it would be against public in­
terest to delay providing for tests and 
methods of assay and certification of 
these new antibiotic drugs.

Effective date. This order shall be­
come effective upon publication in the 
F ederal R egister, since both the public 
and the affected industry will benefit by 
the earliest effective date, and I  so find.
(Sec. 701, 52 Stat. 1055, as amended; 21 
U.S.C. 371. Interprets or applies sec. 507, 
59 Stat. 463, as amended; 21 U.S.C. 357)

Dated: January 30, 1959.

[ seal]  Jo h n  L. H arvey ,
Deputy Commissioner 

of Food and Drugs.
[F.R. Doc. 59-1053; Filed, Feb. 5, 1959;

8:49 a.m.]


