granted if the objections are supported
by grounds legally sulicient to justify the
relief sought. Objections may he ac-
companied by 3 memorandum or brief
in support thereof.

Zfective date. This order shall become
affective on its date of publication in the
FEDERAL REGISTER.

(Sec. 409(c) (1). 73 Stat.
348(c) (1))
Dated: June 2, 1970.
R. E. DUGGAN,
Acting Associate Commissioner
for Compliance.

[F.R. Doc. 70-7148: Filed, June 9, 1870:
8:46 a.m.]
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SUBCHAPTER C—DRUGS

PART -141b—STREPTOMYCIN {OR Di-
HYDROSTREPTOMYCIN) AND
STREPTOMYCIN- (OR DIHYDRO-
STREPTOMYCIN-) CONTAINING

. DRUGS; TESTS AND METHODS OF
ASSAY

PART 146b—CEZRTIFICATION OF
STREPTOMYCIN (CR DIHYDRO-
TREPTOMYCIN) AND STREPTOMY-
CIN- (OR DIHYDRCSTREPTOMY-
CIN-} CONTAINING DRUGS

Antibiotic Drugs for Parenteral Use
Containing Dihydrosireptomycin
Sulfate and Dihydrostreptomycin
Sulfate With Streptomycin Sulfate

In the FeperaL RE=GISTER of Febru-

ary 6. 1970 (35 F.R. 2670), the Commis-
sioner of Food and Drugs announced
(DESI 60109) the conclusions of the
Food and Drug Administration following
evaluation of reports received from the
National Academy of Sciences-National
Research Council, Drug Efficacy Study
Group, regarding the foilowing anti~
infective drugs offered for intramuscu-
lg.r use in man:
- * 1. Dihydrostreptomycin sulfate pow-
{der, equivalent to 1.0 gram dihydrostrep-
‘tomycin base per vial; by Chas. Pfizer &
'Co., Inc.. 235 East 42d Sireet, New York,
IN.Y. 10017.

2a. Dihydrostreptomycin sulfate pow-

‘der, equivalent to 1.0 gram and 5.0
'grams dihydrostreptomycin base per
vial; and .

b. Dinydrosireptomycin sulfate solu-
tlon 2.5 cec. (1 gram) and 12.5 cc. (5
grams) ; both by Merck & Co., Inc., Rah-
way, N.J. 07065.

3a. Dihydrostreptomycin sulfate pow-
der, equivalent to 1.0 gram and 5.0 grams
dihydrostreptomycin base per vial; and

b. Dihydrostreptomycin sulfate solu-
tlon. equivalent to 0.4 gram or 9.5 gram
.dmyd‘rosareptomycin base per cc.: both
0y Phuladelpnia Labs., 9815 Rooseveit
Bowlevard, Philadelphia. Pa. 19114,
d4- Dihydrostreptomycin sulfate pow-
dcr' equivalent to 1.0 zram and 3.0 grams

E“\Ydrostreptomycin base per vial; by
E R. Squibb % Sons, Inc., Georges Road.
New Brunswicic, N.J. 08903.

. § 1416113

RULZS AND IEGULATIONS

5a. Diliydrostrepromysin sulfate pow-
der, 2quivaleni o L0 fram ~nd 3.0 grams
dihydrostreptomycin hrig ner vinl: and

B, Dinvdroshvento ‘i1 -utfate soiu-
tion. ecuivalent W 0 AT dihwydro-
streptom¥ein bas2 acr <C.8 hoth hy Pure
Laboratorics. Inc.. 50 Intcrvaie Road.
Parsippany, N.J. ITO5+.

6. Dihvdrostrentomycin sulfate pow-
der witiv streptomvzin
equivnics 1.3
mycin e s :
base per “ial; Dy ..o
way, N.J. 07065.

7. Dinydrosirentomycin sullate pow-
der with streptomycin sutiate powder,
equivalent to 0.5 gram dinydrostrepto-
mycin base and 0.3 Zram streptomycin
base per vial, or 2.5 grams dihydro-
streptomycin base and 2.5 grams strepto-
mycin base per viai: by I. R. Squibb %
Sons, Inc.. Georges Road, New Bruns-

<

AL Lhe rsks involved in their,
Tse outwelgn any oenepts “nglL mignt o€
I, oy T use and that orovi-
sSi0n _fof < ;
Seaied. also announced was that di-
hydroscreptomycin sulfate, alone or in
combinaztion, is regarded as unsafe for it
recommended uses becaus2 such uses ex-
pose patients to the drug’s ototoxic
hazard.

No comments were received in re-
sponse to the proposal to amend the
antibiotic drug regulations to repeal pro-
vision for certificasion of these drugs and
to revoke certificates of safety hereto-
fore issued {or them.

Therefore, pursuant to provisions of
the Federal Food, Drug, and Cosmetic
Act (secs. 502. 307, 52 Stai. 1050-31, as
amended: 59 Stat. 463, as amended: 21
US.C. 352, 357) and urder authorily
delegated to the Comniissicner (21 CFR
9.120) . Parts 141b and 146b arc amended:
1. By revising the section headings
§§ 141b.111, 141b.118, and 141b.12y
read as {ollows:

§ 141H.111  Streptomycin sulfsfe injecs
tion : dihydrostreptomycip sulfate in-
j'cction veterinary; er, Lalline dihy-
urur‘t{'cplom)’mu Fate injertion
veiecrminary.

Dihygfosireptomycin-strep-

tomycin sulffes veterinary.

§ 141b.122

b ]

2

ihvdrostreptomycin-strep-

tomyecig -ulfates solution veterinury.
§ 1+1h. 1% [Revoked]
2. revoking § 141b.125 Dihydro-

: omucin-streptomycin sulfates with
micotinic acid hydraczide. -
§ 146103 fAmended]

_3. In_ 3 146L.103 Dihydrostrcptomy-
cin sx;:;ate. crysiqiiine diniydrostrepto-
mycin sulfete. dihydrostreptomycin
hydrochloride:

a. 3y adding ‘o paragropihy ‘ar a new
subparagraph reading as follows:

R 3 Its labeling shsall conform to the
requirements of § 146b.101(c) (2) or (3.

anlfate powder, ©

- erator not above 15° C.

8931 -

b. 3y deleting paragraph (b).

4. In § 146b.106:

a. By revising the section heading and
paragraphs (D) and (¢)(1) to read as
follows:

§ 1461.106 Streptomycin suifate injec-
tion: dihydrostreptomyrin «ulfate in-
jection (erystailine dihydroatrepto-
mycin sulfate injection) veterinary.

() Paciaaing. In all cascs the !m-
sre 2iic cONAINCT shall be a tight con-
tainer as deflned by the U.S.P.. shall ce
sterile at the time of flling and closing,
shall be so sealed that the contents can-
not be used without destroying the seal.
and shall be of such composition as will
not cause any change in the strengIn.
quality, or purity of the contents peyord
any limit therefor in applicable stand-
ards, except that minor changes 30
caused which are normal and unavoic-
able in good packaging, storage, and dis-
tribution practice shall pe disregarded.

(¢} Labeling—(1) Ifitis intended jor
use by man. It does not contain dinydro-
streptomycin and in addition o the a-
beling ~equirements prescribed oy § 1.106
(by of this chapter (regulations issued
under section 502(f) of the act), each
package snall bear on its label or
labeling, as hereinafter indicated, the
following:

(1) On the outside wrapper or con-
tainer and the immediate container, the
statement “Expiration date v
the vlank being filled in with the date
that is 12 months atter the month dur-
ing which the batch was certified except
that the blank may be filled in with the
date that is 18 months, 24 months, 26
months. 48 months, or 60 months after
the month during which the batch was
certified if the person who requests cer-
tification has submitted to the Commis-
sioner results of tests and assays showing
that after having been stored for such
period such drug as prepared by him
complies with the standards prescrited
by paragraph (a) of this section.

(iiy On the outside wrapper or ccn-
tainer the statement “Store in refrig- -
(59° ¥)" or
ugtore oelow 15° C. (59° F.)" unless the
person who requests certification has
submitied to the Commissioner results of
tests and assays showing that such drag
as prepared by him complies with the
standards prescribed by paragraph (a)
of this section after having been stored
at room temperature. to.

b. By deleting “(1) {a) and D" {rom
paragraph c) (2).

¢. By deleting "“(1) (a) and
from saragraph (¢ (3) (iv).

d. By changing in the second sentence
of paragraph (d) (3) (iii) the phrase “re-
quirements of" to “requirements for
veterinary use of”.

5. In § 146b.113. by revising the section
neading and paragraphs (¢) and (d) (4)
to read as {oilows:

§1461\.113. Dihydrostreptomycin-strep-
tomycin sulfates veterinary,

(ndap e
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(¢) Labeling. It shall ve Iahcied in ac-
cordance with § 1460.101¢c) (2) or (3),
except that ench package shall bear an
the outside wrapper or container the
number of grams of dihydrostredplo-
mycin, the number of grams of strepto-
mycin, and the total number of grams
of both salts in the immediate container.

@ *

(4) If such batch is packaged for re-
packing, suclhh person shail submit with
nis request a sampie consisting of the
following:

(i) For all tests except sterility: 6
packages.

(ii) For sterility tesiing: 20 packages.

Each such package shall contain not less
than 0.5 gram of dihydrostreptomycin

“and 0.5 gram of streptomycin taken from

different parts of such batch, and each
shall be packaged in accordance with the

requirements for veterinary use of
§ 146b.101(b).
. - » - -

6. In § 146b.117, by deleiing paragraph
(a) (1) and by revising the section head-
ing and paragraph (¢) to read as follows:
§ 146L.117 Dihydr

tomycin suifa

(8‘) - > &

(1) [Delet

treplomycin-strep-
solution veterinary.

ling. It shall be labeled in ac-

corda. with the reguirements. of
§ 14G¢7101(c) (2) or (3).
§ 146b.120 ~ [Revoked] .

7. By revoking § 146b.120 Dihydro-
streptomycin-streptomycin sulfates with
isonicotinic acid hydrazide.

Any person who will be adversely af-
fected by the removal of any suchh drug
from the market may file objeciionrs to
this order, within 30 days after its pub-
lication in the FEDERAL REGISTER, stating
reasonable grounds and requesting-a
hearing on such objections. A stetement
of reasonabie grounds and request for a
hearing shall identify the claimed errors
in the NAS-NRC evaluation and the
Administration’s conciusions ns to risk

involved in the parenteral use of diniy--

drostreptomycin sulfate aione or in com-
bination with streptomycin sulfate. It
shall identify and provide a well-orga-
nized and full-factual analysis of any
adequate and well-controiled investiga-
tions the objector is prevared o prove
in support of his objections. A request for
a hearing must set forth speeific facts
showing there is a genuine and substan-
tial issue of fact that recquires a hearing.
If a hearing is requested ang justified by
the objections, the issues wiil be defined
and a hezmnz axami: unad o con-
duct the nearing. (2 72590; May 3,
1970). Cojecricas should te filed. prefer-
ably in quintunlicate, with the Hearing
Clierk, Department of Fe-ulzl jage
and Wcifare, Qoom
Lane, Rackvilie, Md.
accompanied by a memcrandum or hrief
in support therzef.

E fJective date. This order shall become
effective 40 days after its date of publica-

R4

RULES AND REGULATIONS

tion In the Tocornat REGISTER {0 allow
time fur recoil to be coipleted.

(Secs. 302, 307, 52 :3tat. 1060-51, as amended:
58 Stat. 463, as amended; 31 U.S.C. 353, 357)

Dated: May 28, 1970. '
Sax D. FINE,
Acting .issociate Commissioner
for Compliance.

[F.R. Doc. 70-7119; Filed. June 9, 1970;
8:16 a.m.}
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Title 21—F00D AND DRUGS

Chapter 1—Food and Drug Adminis-
tration, Deportment of Heallh,
Education, and Welifare

SUBCHAPTER C——DRUGS
|DESI 40108

PART 141b—STREPTOMYCIN (OR
DIHYDROSTREPTOMYCINI AND
STREPTOMYCIN- (OR DIHYDRO-
STREPTOMYCIN-) CONTAINING
DRUGS; TESTS AND METHODS OF
ASSAY

PART 146b—CERTIFICATION OF
STREPTOMYCIN (CR DIHYDRO-
STREPTOMYCIN} AND STREPTO-
MYCIN- (OR DIHYDROSTREPTO-
MYCIN-) CONTAINING DRUGS

Antibiotic Drugs for Parenteral Use
Containing Dihydrostreptomycin
Sulfate and Dihydrostreptomycin
Sulfate With Streplomycin Suh‘cie;,_
Confirmation of Effective Daie '

An order was published in the Frn-
ERAL REGISTFR of Juue 10, 1970 (35 F.R.
8831), amending the antibiotic drug reg-
ulations to repeal provision for certifi-
cation of diliyydrestreptomycin  sulfata
and dihydrostreptomycin sulfate with
streptomyein sulfate. The order amended
$§ 141b.111, 141b.118, 141b.122, 146b.103,
1460.106, 146b.112, and 1460.117 and re-
voked §§ 141b.125 ang 146b.120,

Pursuant to provisions of the Federal
Focd, Drug, and Cosmetic Act (secs. 502,
507, 52 Stat. 1050-31. ag amended, 59
Stat. 463, as amended: 21 U.S.C. 352,
357} and under authority delezated io
the Commissioner of Food and Drugs 121
CFR 2.120), notice is given that no ob-
Jections were filed to the above-identified
order. Accordingly, the Amendiments pro-
mulgated thereby became cifective
July 20, 1970.

Dated: August 21, 1670.
Sam D. Fing,
Associate Commissioner
for Compiiance.
[FR. Doc. 70-11632: Filed, Sept. 2, 1970;
8:46 a.m.]
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