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Rules and Regulations
Title 14—AERONAUTICS AND SPACE

Chapter 1—Federal Aviation Agency

SUBCHAPTER F—AIR TRAFFIC AND GENERAL OPERATING RULES INEW1
[Reg. Docket No. 6097; Amdst, 387] )

PART 97-—STANDARD INSTRUMENT APPROACH PROCEDURES INEW]

Miscellaneous Amendments ~

The amendments to the standard instrument approach procedures contained herein are adopted to become effective
when indicated in order to promote safety. The amended procedures supersede the existing procedures of the same classifi«
cation now in effect for the airports specified therein. For the convenience of the users, the complete procedure is republished
in this amendment indicating the changes to the existing procedures. -

As a situation exists which demands immediate action in the interests of safety in air commerce, I find that compliance
with the notice and procedure provisions of the Administrative Procedure Act is impracticable and that good cause exists for
making this amendment effective within less than 30 days from publication.

In view of the foregoing and pursuant to the authority delegated to me by the Administrator (24 F.R. 5662), Part 97 [New]
(14 CFR Part 97 [New]) is amended as follows:

1. By amending the following low or medium frequency range procedures prescribed in § 97.11(a) to read:

LFR STANDARD INSTRUMENT APPROACH PROCEDURE

Bearings, headings, eourses and radials are magnetic. Elevations and altitudes are in feet MSL, Ceilings are in feet above airport elevation. Distances are in nautieal
miles unless otherwise indieated, except visibilities which are in statute miles.

If an instrument approach pmcedure of the above type is conducted at the ‘below pamed afrport, it shallhe in accordance with the following instrument appreach procedure,
unless an approach is conducted in accordance with a different procedure for such airport authorized by the Administrator of the Federal Aviation Agency, Initialapproaches
shall be made over specified routes. Minimum altitudes shall correspond with those established for en routo operation in the particular area or as set forth below.

Transition . Celling and visibility minimums
- 2-engine or less More than
_ Course and Minimum 2-engine,
From: To— distance altitude Condition th
(feet) 65Imots | More than | 7302 L
_ ‘ ) . - - - orless 65 knots ots
- 300-1 300-1 200-7%
- 300-1 300-1 3001
500-1 500-1 500-1 ’4
§00-2 §00-2 800-2

Procedure turn W side NIV crs, 201° Qutbnd, 111° Inbnd, 1700' within 10 miles.
Minimum altitude over facllity on final approach crs, 7
Crs and distance, facility to airport, 111°—1,1 miles.
visual contact ‘not established upon descent to authorized landing minimums or if landing not accomplished within 1.1 miles after passing K@ LFR, cimb on 8E crs
KG L'.E‘R to 3000’ within 20 miles, or when directed by ATC, make right turn, climb on SW crs KG LFR to 1500’ (205° Qutbnd, 025° Inbnd) within 20 mifes.
CAUTION: ‘Radio tower 262’—/ mile W of airpor .
MBSA: N, 1200'; E, 3500%; S, 1200"; W, 1

City, King Salmon; State, Alaska; Airport Name, King Sa]mon, Elev., 57'; Fac. Class., SBRAZ; Ident., KG; Procedure No. 1, Amdt, 13; Eff. Date, 22 Aug. 64; Sup. Amdt.
No. 12; Dated 2ZSept 62

2. By amending the following automatic direction ﬁnding procedures prescribed in § 97.11(b) fo read:
ADF STANDARD INSTRUMENT APPROACH PROCEDURR

- Bearings, headings, courses and radials are magnetic. FElevations and altitudes are in feet MSL, Ceilings are in feet above airport elevation, Distances are In nautical
miles uniess 4therwise indleated, excopt isipiities which are in statate miles

If an instrument approach procedure of theabove type is conducted at the below named airport, it shall be In accordance with the following instrument approach procedure,
unless an approach is conducted in accordance with a different procedure for such airport authorized by the Administrator of the Federal Aviation Agency. Initinl approaches
shall be made over specified routes. Minimum altitudes shall correspond with those established for en route operation in the particular area or as set forth below.

Transition Celling and visibility minimums
, R . 2-engine or less
From~— . To= Oourseand | “iende” | Condition Felgine,
distance (feet) 65knots | More than | 100 than

- - orless | 65kmots | 69awets

OSH VOR. FLD RBn Direct 2600 300-1 300-1 NA
n I 0
Eden Int FLD RB Direct 2600 700-1 700-1 NA
Calvary Int FLD RBn Direct. 2600 - 700-2 700-2 NA
. . NA NA NA
wms apply after passing Eldorado

600-1 600-1 NA

600-2 €600-2 NA

400-1 400-1 NA

400-2 400-2 NA

Radar vectoring to final approach crs authorized in accordance with approved patterns,

Procedure turn S side of ers, 272° Outbnd, 092° Inbnd, 2200” within 10 miles,

I%Iiniulxxtlum alntudg over facxhty on final approach ers, 1500°.

acility on airpor

If visual contact not.established upon descent to authorized landing minimums or if landing not accomplished within 0.0 mile of FLD RBn climb fo 2500° on 092° bearing
from FLD RBn within 10 miles then return to FL.D RBn and hold E 272° Inbnd with right-hand turns.

Norg: Aireraft on missed approach may be radar controlled after radar identification.

DMSA: 000°-090°—2700°; 0950°-360°—2300",

¢Eldorado Int: Int 2728 bearing from FLD RBn and OSH VOR R-185.

City, Fond du Lac; State, Wis.; Alrport Name, Fond du Lac County; Elev., 806; Fac. Class., MBW; Ident FLD; Procedure No. 1, Amdt. 1; Eff. Date, 22 Aug. ¢4; Sup.
Amdt. No. Orig.; Dabed,27 une 64
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11634 RULES AND REGULATIONS

ADF STANDARD INSTRUMBNT APPROACH PROCEDURE—Continued

1
‘Transition COelling and visibility minimums
2-engine or Jess
Course and Minimum I\ziggegl:llll o
From— To— distance altitude Condition e
“ (feet) 65 knots | More than 65 knots
orless 85 knots
MXE RBn LOM. Direct. " 300-1 300-1 200-%4
Racine Int LOM Direct 600~-1 600-1 600134
MKE VOR LOM Direct 500-1 500-1 500-1
- Cardinal Int, LOM Direct 800-2 800-2 800-2
Wind Lake Int LOM Direct
Horlick Int. LOM Direct.
Big Bend Int. LOM Direct.
Oakvwood Int. LOM (final) Direct

Radar transitions to final approach ers authorized in accordance with approved patterns. - ’
Procedure turn E side of crs, 186° Outbnd, 006° Inbnd, 2100’ within 10 miles.
Minimum altitude over taciiity on
Crs and distance, facility to airport, 006°—3.6 miles, N
If visual contact not established upon descent to authorized landing minimums or if landing not accomplished within 3.6 miles after passing LOM, climb to 2700 on 006°
bearing from LOM, proceed direct to Cardinal Int or, when directed by ATC, climb to 2600’ and proceed to MEKE VOR vis MEKE R-110,
Nor1E: Aircraft on missed approach may be radar controlled after radar identification,
MSA: 030°-270°—2200"; 270°-090°—2800",

City, Milwaukee; State, Wis.; Airport Name, General Mitchell Field; Elev., 702'; Fac. Class., LOM; Ident., MK; Procedure No. 1, Amdt. 19; Eff, Date, 22 Aug. 64; Sup. Amdt.
No. 18; Dated, 13 June 64

final approach crs, 1800”,

PROCEDURE CANCELED EFFECTIVE 22 AUQG. 1964,

City, Milwaukee; State, Wis.; Airport Name, General Mitchell Field; Elev., 702"; Fac, Class., SABH; Ident.,, MKE; Procedure No.
‘Amdt, No. Orig.; Dated, 18 May 63 ,

2; Amdt 1; Eff, Date, 23 May 64; Sup.

SAC VOR. LOM - Direct, S—— 300-1 300- 200-14
Courtland Int LOM (final) Direct - 500-1 500-1 500-114
‘Walnut Grove Int Courtland Int. Direct. - 500-1 500-1 500-1
Rosevillo Int. z LOM DIreeto.eeccuameces| 1600 | A~naceeaooeo 800-2 800-2 800-2

Radar vectoring authorized in accordance with approved patterns.

Procedure turn S side of crs, 195° Outbnd, 016° Inbnd, 1200’ within 10 miles.

Minimum altitude over facility on final approach crs, 1200/, -

Crs and distance, facility to airport, 015°—4.0 miles, ) .

If visual contact not established upon descent to atithorized landing minimums or if landing not accomplished within 4.0 miles after passing LOM, climb to 2500 on 015°
crs from the LOM within 20 miles or, when directed by ATC, climb straight ahead fo 500/, turn left, climb to 2000’ on crs of 328° from LOM within 20 miles,

Other change: Deletes Clarksburg M and SO LF¥R transitions. \ b s

MSA: 000°-090°—3500"; 090°-180°~—2500";180°-270°—3600'; 270°-360°~~3300",

City, Sacramento; State Calif; Airport Name, Sacramento Municipal; Elev., 21’; Fae. Class., LOM; Ident., SA; Procedure No. 1, Athdt. 10; Eff, Date, 22 Aug, 64; Sup. Amadt,
. No, 9; Dated, 6 Jan. 63

TPA RBn PI LOM. Direct. 300-1 300-1 ’ 200-14
PIE VOR. PI LOM. Direct. 600-1 600-1 600124
Frances Int# PI LOM (final) Direct. 600-1 600-1 €00-1
: 800-2 800-2 800-2
Radar vectoring authorized in accordance with agll)roved patterns. P
Procedure turn ¥ side of crs, 350° Outbnd, 170> Inbnd, 1400’ within 10 miles. -

Minimum altitude over facil{ty on final approach crs, 1300".

Crs and distance, facllity to ort, 170°—4.3 miles.

If visusl contact not established upon descent to authorized landing minimums or if landing not accomplished within 4.3 miles after passing LOM, turn right, climbing to
1600 on crs of 270°, intercept and proceed out 220° bearing from PI LOM within 20 miles,

Z ces Int: Int PIE ILS N crs and 090° bearing to TP LOM or 9.0-mile DME fix on PYE VOR R-349,

DMSA: 000-030°—1500'; 090°-180°—1900’; 180°~270°—1500"; 270°-360°—1300’, - ) -
City, St. Petersburg; State, Fla.; Airport Name, St. Petersburg-Clearwater International; Eley., 1¢; Fae. Class., LOM; Ident., PT; Procedure No. 1, Amdt, 7; Eff, Dato, 22

K4 & ! "Aug. 64; Sup, Amdt. No. 6; Dated, 17 Nov. 62 ’ v

PIE VOR. LoM Direct. 1400 300-1 300-1 200-34

TPA RBn 3 LOM .. Direct, 1500 500-1 500-1 500-124

Wilson Int#. LOM (final) Direct 1200 400-1 400-1 400-1
800-2 800-2 800-2

Radar vectoring authorized in accordance with agxl)roved patterns.
Procedure turn W side N ers, 001° Qutbnd, 181° Inbnd, 1400 within 10 miles,
Minimum altitude over facility on final approach ers, 1200”.

Crs and distance, facility to

If visual contact not established upon descent to authorized landing minimums or if landing not accomplished wi

rt, 181°-—4.0 miles.

to 1600 on crs of 285° from TPA RBn within 20 miles or, when directed by ATC, climb to 1600’ on direct crs to TPA RBn.

A C.

CAUTION: 210’ radio tower 1 mile WSW of airport.

ARRIER NOTES: 200-}¢ absolute minimum for takeoff Runway 27,

thin 4.0 miles after passing LOM, turn right to 225°, climb

FWilson Int: Int N crs TPAILS and PIE VOR R-030,
DMSA: 000°-030°—1600"; 090°-180°—2100"; 180°-270°—1500"; 270°~360°—1300’.
City, Tampa; State, Fla.; Airport Name, Tampa International; Elev., 27; Fac. Class,, LOM;
~ A ) 16; Dated, 22 June

~ - i

6dsenib., TP; Procedure No. 1, Amdt, 17; Eff. Date, 22 Aug. 64; Sup. Amdt. No.

PIE VOR. TPA RBn Direct 1500 . 8001 300-1 200-14
- 500-1 500-1 500-134
500-1 500-1 500-1
800-2 800-2 800-2

Radar vectoring authorized in accordance with apgroved patterns.

Procedure turn S side of crs, 136° Outbnd, 316° Inbnd, 15007 within 10 miles. * Nonstandard due to obstruction.

Minimum altitude over facility on final approach crs, 7007,

Crs and distance, facllity to airport, 335°—4.9 miles.

If visual contact not established upon descent to authorized landing minimums or if landing not aceomplished within 4.9 miles after passing TPA. RBn, turn right to 356°
bearing from RBn, cimb to 1500’ within 20 miles or, when directed by ATC, turn right to 056° bearing from RBn, climb to 1500’ within 20 miles.

CAUTION: 210" tower 1 mile WSW of airport.

AIR CARRIER NOTE: Takeoff Runway 27 below 200~} not authorized.

MBSA: 000°-080°-—1900"; 090°-180°—2100"; 180°-270°—1500"; 270°-360°—1300", -

City, Tampa; State, Fla.; Airport Name, Tampa International; Elev., 27'; Fac. Class., SABH; Ident., TPA; Procedure No. 2, Amdt. 1; Eff. Date, 22 Aug. 64; Sup. Amdt.
. No. Orig.; Dated, 27 Aug. 62 .
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ADF -STANDARD INSTRUMENT APPRCACH PROCEDURE—(Continued

Transition Celling and visibility minimums
Aintmom 2-engine or fess AMoro than
From— To— C&mgd altitude Condition Iﬁ'gng%ﬂg'
(feet) 65kmots | More than [ TP bAA0
or Jess 65 knots 3
Shell Rock Int. H LOM (final) Direct. 300-1 300-1 20014
New Hartford Int. LOoM Direct 400-1 £00-1 500-114,
Waverly Int. LOM Direct. 400-1 400-1 400-1
ALO VOR LOM Direct. 800-2 §00-2 SN2
Reinbeck Int LOM Direct.

Procedurs turn W side of ers, 303° Qutbnd, 123° Inbnd, 2300” within 10 miles.

Minimum altitude over facility on finsl approach crs, 2300,

Crs and distanee, facility to airport, 123°—4.5 miles. - -

If visual contact not established upon descent to authorized landing minimums or if Janding not accomplished within 4.5 miles after passing AL LOM, climb to 250’ on
ALO VOR R-{94 within 20 miles or, when directed by ATC, (1) climb to 2500’ on ALO VOR R-141 within 20 miles, (2) climb to 2500’ on 123° bearing from LOM within 15

€3, .
DMSA: 000°~090°—24007; 090°-180°—3100"; 180°-360°—2400".

City, Waterloo; State, Iows; Airport Name, Waterloo Municipal; Elev., 870; Facboa%s"% il]:.lc\)IM; Itgent., AL; Procedure No. 1, Amdt. 5; Eff. Date, 22 Aug. 64; Sup. Amdt. No. 4;
ated, ov.

3. By amending the following very high frequency omnirange (VOR) procedures prescribed in § 97.11(c) to read:
VOR STARDARD INSTRUMENT APPROACH PROCEDURE '

Bearings, headings, courses and radials are magnetic, Elevations and altitudes are in feet MSL, Ceilings are in feet above airport elevatlon. Distances are in nautical
miles unless otherwise indicated, except visibilities which are in statute miles,

Ifan instrument approach procedure of the above type is conducted at the below named alrport, it shall be in accordance with the following instrument approach procedure,
unless an approach is conducted in accordance with a different brocedure for such airport authorized by the Administrator of the Federal Aviation Agency, Initislapproaches
shall be made over specified routes, Minimum altitudes shall correspond with those established for en route operation in the particular area or as set forth below,

Transition Ceiling and visibility mintmums
2-engine or less A
ore than
Course and Minimum 2-¢ngine,
From— To— distance altitude Condition mmore than
(feet) 65 knots | More than @5 knots
or less €5 knots
Helena LFR. HLN VOR Direct. 7500 500-2 500-2 500-2
0-2 500-2 500-3
- 1500-2 1600-2 1500-2
1500-3 1500-3 1500-2
1500-2 1500-2 1000-2
1500-3 1500-3 1500-3

Procedure turn 8 side of crs, 070° Outbnd, 250° Inbnd, 7600" within 10 miles. Not authorized beyond 10 miles, Nonstandard due to terrain.

Minimum altitude over facility on final approach crs, 5700°,

Crs and distance, facility to airport, 240°—0.7 mile. . -

It visual contact not established upon descent to authorized landing minimums or if landing not accomplished within 0.7 mile after passing HLN VOR, right climbing furn
* 0 7500” on R-070 within 10 miles of HLN VOR

Other change: Deletes transition from McDonald Pass FM,
DMSA: 000°-090°—10,9007; 090°-180°—11,500'; 180°-270°—10,800"; 270°-360°—09600", -
City, Helena; State, Mont.; Airport Name, Helena City-County; Elev., 3373'; Fac. Class., BVOR; Ident., HLN; Procedure No. 1, Amdt. 2; Eff. Dafe, 22 Aug. 64; Sup. Amdt
- No. 1; Dated, 25 Feb. 61
KG-LFR AKN VOR. Direct, 300-1 300-1 200-14
300-1 300-1 300-1
£00-1 BOO-1 500~114
- L00-1 500-1 500-1
! 800-2 800-2 §00-2

Procedure turn S side of crs, 201° Outbnd, 111° Inbnd, 17607 within 10 miles, -
- Minimuom altitude over facility on final approach crs, 760/,
Crs and distancs, facility to alrport, 111°—3.7 miles, .
If visual contact not established upon descent to authorized landing minimums or if landing not aceomplished within 3.7 miles after passing VOR, elimb on R-111 ARXN
VORX to 3000’ within 20 miles, or when dirested by ATC, make right turn, climb on SW ers KG LFR to 1500’ (205° Outbnd, 025° Inbnd) within 20 miles.
- CAUTION: *Radio towers 262’ one-half mile and 185/ 1.1 miles W of airport.
DSA: 000°-090°-—3000/; 030°-180°—2000"; 150°-276°—1500; 270°-360°—1500".

City, King Salmon; State, Alaska; Airport Name, King Salmon; Elev., 57/; Fae. Class., BVOR; Ident., AKN; Procedure No. 1, Amdt. 3; Eff. Date, 22 Aug. 64; Sup. Amdt,

No. 2; Dated, 27 Oct. 62
s . 300-1 300-1 14
600-1 600-1 €00~125
600-2 €00-2 2
600-1 €00-1 600~1
NA NA NA

Radar vectoring to final approach crs authorized in accordance with approved pattern,
Procedure turn 8 side of crs, 265° Outbnd, 085° Inbnd, 2600’ within 10 miles.
Minimum altitude over facility on final approach crs 25007, '
Crs and distance, facility to airport 085°—6.5 miles, N .
If visual contact not established upon descent to authorized landing minimums or iflanding not accomplished within 6.5 miles after passing MSP VOR, make left climbing
turn to 2600’ and return to the MSP VOR.
Igi%misz 0{%% _%Giagm% 0001} missed approach may be radar controlled after radar Identification. (2) Night takeoff and landings anthorized NS runway only.

City, Minneapolis; State, Minn.; Airport Name, Anoka éounty; Elov., 908"; Fae, Class,, BVORTAC; Ident., MSP; Procedure No. 1, Amdt. 2; Eff, Date, 22 Aug. 64; Sup.
‘Amdt. No. 1; Dated, 13 June 64
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VOR STANDARD INSTRUMENT APPROACH PROCEDGRE—Continued

Transition Celling and visibility minimums
L]
2-engine or less
o - Course and Minimum D/zl-%;egitxlzlgn
From— To—~ distance altitude Condition more than
- (feet) 65 knots | More than 65 Enots
or less 65 knots
Phoenix RBn N PHX VOR. Direct. 4500 § T-dn.. 300-1 300-1 200-15
Lake Int Falcon Int* Direct, C-dn_ - 600-1 600-1 600-1)4
Falcon Int®. PHX VOR (final) Direct 800-2 800-2 800-2

Procedure turn Teardrop side of crs, 032° Outbnd, turn right, 232° Inbnd, 4500’ within 10 miles. -

Minimum altitude over facility on final approach ers, 2700°, minimum altitude abeam RBn/Z, 1900°,

Crs and distance, VOR to alrport, 256°—~5.5 miles; abeam IiBn/Z to airport, 256°—1.0 mile. N N

If visual contact not established upon descent to authorized landing minimums or if landing not accomplished within 5,5 miles after passing PHX VOR, climb to 4000 on
R-258 within 20 miles or, when directed by ATC, climb to 3000’ on R-258, make a right-climbing turn and return to VOR at 4500°,

NotE: Descend to suthorized landing minimums only after passing HX RBn or “Z" marker,

CavmioN: Hills and tower 2037’ 6 miles SSW of airport; 3312/ terrain 15 miles ENE, -

Other change: Deletes transition from Lake Int to Apache Int.

*Falcon Int: Int PHX R-052 and CZQG R-360.

MBA: 000°-080°—6100°; 080°-~180°—5200; 180°-360°—5600". ™~

City, Phoenix; State, Ariz.; Airport Name, Phoenix Sky Harbor Municipal; Elev., 1122'; Fac. Cla.;,s., H-BVORTAC; Xdent., PHX; Procedure No. 1, Amdt. 12; Eff. Date, -
22 Aug. 64; Sup. Amdt. No. 11; Dated, 18 May 63 )

Walnut Grove Int/DME fix_____.________ Courtland Int/DME fix Direct 2500 . 300-1 300-1 200-14

Roseville Int/DME fix SAC VOR Direct. 1600~ 500-1 500-1 £00-124

Courtland Int/DME fix. oo oo SAC VOR (final) Direct:. = 1200 500-1 500-1 500-1
800-2 800-2 800-2

Radar vectoring authorized in accordance with approved Oxaattems.

Procedure turn 8 side of ers, 195° Outbnd, 015° Inbnd, 1200’ within 10 miles.

DMinimum saltitude over facﬁlty on final approach crs, 1200,

Crs and distance, facility to airport, 015°—4.4 miles. +

If visual contact not established upon descent to authorized landing minimums or if landing not accomplished within 4.4 miles after passing SAC VOR, climb to 2500’ on
R-020 within 20 miles of SAC VOR or, when directed by ATC, make climbing left turn and climb to 2000’ on. R-328 within 20 miles,

DMBA: 000°-090°—35007; 050°-180°—2500"; 180°-270°--3600"; 270°-360°—3300".

City, Sacramento; State, Calif.; Airport Name, Sacramento Municipal; Elev., 21/; Fac, Class., B-BVORTAC; Ident., SAC; Procedure No. 1,\Amdt. 11; Eff. Date, 22 Aug. 64;
Sup. Amdt. No. 10; Dated, 6 Jan. 63
4. By amending the following terminal very high frequency omnirange (TerVOR) procedures prescribed in § 97.13 to read:
TERMINAL. VOR STANDARD INSTBUMEN’b APPROACH PROCEDURB

Bearings, headings, courses and radials are magnetic. Elevations and altitudes are in feet MSL. Ceillings are in feet above airport elevation. Distances are in nautical
miles unless otherwise fndlcated, except visibilities which are in statute miles, . .

Ifan instrument approach procedure of the above type is conducted at the below named airport, it shall be in accordance with the following instrument approach procedure,
unless an a%proach is conducted in accordance with a different procedure for such airport authorized by the Administrator of the Federal Aviation Agency. Initialapproaches

shall be made over specified routes. Minimum altitudes shall correspond with thoss established for en route operatfon in the particular area or as set forth below,
/\ Transition . Celling and visibility minimums
2-engine or less More than
Course and Minimum 2-engine,
From— . To— distance .altitude Condition more than
7/ d (feet) 65kmots | More than | For0 L
orless | 65knots 0
Bradley Int. CLT VOR -] Direct. © 3001 300-1 200-34
IWeddington Int. CLT VOR Direct. 400-1 500-1 500-134
Bethany Int, CLT VOR Direct 400~1 400-1 400-1
Waco Int CLT VOR Direct. 800-2 800-2 800-2
Stanley Int. QLT VOR Direct :

Radar vectoring authorized in accordance with approved patterns.

Procedure,turn W side of crs, 225° Outbnd, 045° Inbnd, 1900’ within 10 miles of Lake Int.*

Minimum altitude over Lake Int* on final approach crs, 1700".#

Crs and distance, Lake Int* to airport, 045°—4.6 miles. s -

If visual contact not established upon descent to authorized landing minimurms or if landing not accomplished within 4.6 miles of Lake Int*, climb to 2300%0on R-045 within
29 miles or, when directed by ATC, turn left, climb to 3000’ on ¥ML VOR R-007 to Mount Holly Int or turn right, climb to 2100’ and proceed to FML VOR via R~007.

*Lake Int: Int R-225 CLT VOR and bearing 315° to CL LOM or R-345 FML VOR, or 5.5-mile DME Fix R-225,

#If Lake Int* not identified on final approach, descent below 1700’ not authorized.

MISA: 000°-090°—2800'; 090°-180°—2200"; 180°-270°—2700"; 270°-360°—2800"..

City, Charlotte; State, N.C.; Airport Name, Douglas Municipal; Elev., 748'; Fac, Class., L-VORTAC; Ident., CLT; Procedure No. TerVOR-5, Amdt. 1; Eff. Date, 22 Aug,
64; Sup. Amdt. No. Orig.; Dated, 5 Nov. 60

PROCEDURE CANCELED EFFECTIVE 22 AUQG. 1864

City, St. Petersburg; State, Fla.; Airport Name, St. Petersburg-Clearwater International; Elev., 10; Fac: Class,, BVOR’I‘AO; Ident, PIE; Procedure No. TerVOR-17, Amdt.
6; Eff. Date, 27 Oct. 62; Sup. Amdt. No. 5; Dated, 4 Nov. 61 -

-

PROCEDURE CANCELED EFFECTIVE 22 AUG. 1984

City, Waterloo; State, Towa; Airport Name, Municipal; Elev.. 87'; Fac. ()];]ga.ss.,1 B]\)lotgi; I%el%.s)Alszso; Procedure No. TerVOR-6, Amdt. 2; Eff. Da%e, 15 Sept. &0; Sup. Amdt,
. o. 1; Dated, ‘eb. ;

PROCEDURE CANCELED EFFECTIVE 22 AUG. 1964,

City, Waterloo; State, Iows; Airport Name, Mmiicipal; Elev., 870'; Fac. Class.,, BVORTAC; Idox‘xt., ALO; Procedure No. TerVOR;IZ, Amgdt. 6; ER, Date, 4 Feb. 61; Sup,
) Amat. No. 5; Dated, 13 Dec. 53 ~

3

PROCEDURE CANCELED EFFECTIVE 22 AUG. 1964. -

City, Waterloo; State, Iowa; Airport Name, Municipal; Elev., 870"; Fac. Class., BVOR; Ident., ALO; Procedure No, TerVOR-18, Amdt, 4; Eff. Date, 12 Apr. 58; Sup. Amdt.
No. 3; Dated, 10 Oct. 66
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TERMINAL VOR STANDARD INSTRUMBNT APPROACH PROCEDPURE—Continued

Trangition Ceiling and visibility minimums

o . Minimum 2-¢engine or less inore z},’i““

— To— QuIso any altitude Oondition -engino,
From: distanco (fect) 65kmots | More than | T30 than

orless 65 knots

‘ N 300-1 300-1 200-14
600-1 600-1 G00-134

€00-1 600-1 600-1

800-2 800-2 $00-2

Procedure turn N side of crs, 073° Qutbnd, 253° Inbnd, 2100’ within 10 miles. N
Minimum altitude over facility on final approach IS, 15

Facility on dirport.
1f visual contact not establlshed upon descent to authorized landing minimums or if Janding not accomplished within 0.0 mile of ALO VOR, climb to 2300’ on R-23¢ within

10 miles.

NorTE: When authonzed by ATC DME may be used to position aircraft for straight-in approach at 2500° between R-300 clockwise to R~240 via 6-mile DME arc with the

elimination of groced

DMSA: 090 180°—3100' 180°—090 24007,

City, Waterloo; State, Iowa; Airport Name, Waterloo Municipal; Elev 870; Fac. Class., L-BVORTAC; Ident ALO; Procedure No. TerVOR-24, Amdt. 3; Eff, Date, 22 Aug.

Sup. ‘Amdt. No. 2 ; Dated, 15 Sept

PROCEDURE CANCELED EFFECTIVE 22 AUG. 1964.
City, Waterloo; State, Jowa; Airport Name, Municipal; Elev., 870"; FaAcm Class., BVORTAGC; Ident,, ALO Procedure No. TerVOR-30, Amdt. 3; Eff. Date, 4 Feb. 61; Sup.

. No. 2; Dated, 19 Nov. 60

- 300-1 300-1 200-%4
600-1 600-1 600-123
- 600-1 600-1 600-1
800-2 800-2 §00-2

Procedure turn E side of crs, 195° Outbnd, 0156° Inbnd, 2300’ within 10 miles.
Minimum altitude over faclﬁty on final approach Crs, 15007,

Facility on airport.
If visual contact not established upon descent to authorized landing minimums or 1! landing not accomplished within 0.0 mile of ALO VOR, climb to 2500’ on R-343 within

0 1miles
ng: then authorized by ATC, DME may be used to position aircraft for straight-in approach at 2500’ hetween R-090 clockwise to R-305 via 6-mile DME are with the
elhmna on 0f pro
MSA

dure turn,
090°-180°-—3100’ 180°-090°—2400".

City, Waterloo; State, Towa; Afrport Name, Waterloo Municipal; Elev., 870/; Fac. Class,, L-BVORTAGC; Ident ALO; Procedure No, TerVOR-36, Amdt. 5; Eff. Date, 22 Aug,

preseribed in §97.15 to read:

64, Sup A'madt. No. 4; Dated, 4Feb.
5, By amending the following very high frequency omnirange-distance measuring equipment (VOR/DME) procedures
VOR~-DME STANDARD INSTRUMENT APPROACH PROCEDURE .
Bearings, headings, courses and radials are magnetic. Elevations and altitudes are In feet MSL, Ceilings are in feet above airport elevation, Distances are in nautical

miles unless otherwise indicated, except visibilities which are in statute

If an instrument apprgach procedure of theabove type Is conducted at the ‘below named alrport, it shall bein accordance with the following instrument appreach procedure,

unless an approach is conducted in accordance with a different procedure for such airport authorized by the Administrator of the Federal Aviation Agency. Initial spproachcs
shall be made over specified routes, Minimum altitudes shall correspond with those established for en route operation in the particular area or as set forth below.

Transition Ceiling and visibility minimums
2-engine or less M
ore than
Cowrseand - | Minimum 2-engine,
From— To— distance altitude Condition mozo than
(feet) 65 knots | More than 65 knots
or less 65 knots
DLH VOR 8-mile DME Fix R-019 Direct 300-1 300-1 200-%
400-1 500-1 500-1/
400-1%4 500-134 50013
400-1 400-1 400-1
800-2 800-2 §00-2

" Radar vectoring to ﬁnal approach crs authorized in accordance with approved patterns.

Procedure turn N side of crs 019° Outbnd, 199° Inbnd, 2700" between 8- and 18-mile DME Fix R-019,
Minimum altitude over 8mile DME Tix R-019 on final approach crs, 2500", .
Course and distance, 8-mile DME Fix R-019 to airport, 199°—4.9 miles

If visual contact not established upon descent to authorized landing minimums or if landing not accompl!shed at 3.1.mile DME Fix R-019, climb to 3000’ on R-163 DLH

VOR within 10 miles.

Nores: 1. Aircraft on missed approach may be radar controlled after radar identification. 2, When authorized by ATC DLH DME may bo used fo position alreraft for

stralght—m approach at 2700’ between R-320 CW to R-050 via 14-mile DME arc with the elimination of procedure tarn.

MSA: 000°-180°—3100"; 180°-270°—2700"; 270°-360°—2800".

City, Duluth; State, Minn.; Afrport Name, Duluth International; Elev., %29’ Fae, Class,, BVORTAC; Ident DLH; Procedure No. VOR/DME No. 1, Amdt, Orig.; Efl.

te, 22Aug.64 -
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RULES AND REGULATIONS

YOR-DME STANDARD INSTRUMENT APPROACH PRrOCEDURE—Continued

Transition Ceiling and visibility minimums
2¢ngine orless = | ar
oro than
Course and Minimum 2-engine,
From~— To— distance altitude Oonditlon more than
(feet) . | 65knots |More than 65 knots
’ ) or less 65 knots
10-mijle DME Fix R-072._ Direct. 300-1 300-1 300-1
VOR (fin Direct 700-1 700-1 700-114
10-mils DME Fix R-080_ . commomeeeee Via 10-mile orbit. 500-1 500-1 500-1
5-mijle DME Fix R-192 Direct 800-2 0-2 800-2
5-mile DME Fix R-080. - ccmmmeeee Via 5-mile orbit...
FMN VOR. Direct.
FMN VOR Direct. R
FMN VOR. - Direct.
VOR. 3.5-mile DME Fix R-254 Direct,
a.5-mile DME Fix R-254 cue-.. mmemmommm 5.9-mile DME Fix R-254. Direct.

Procedure tum § side of crs, 080° Outbnd, 260° Iabnd, 8000’ within 10 miles,
Minimum altitude over facility on final approgfll} crs 7000,

Crs and distance, facility to sirport,

254°—35.

If visual contact not established upon descent to authorized landing minimums or if landing not accomphshed at 5.9-mile DME Fix R-254, make left climbing turn to 8000/,

intercept and proceed to 15-mil
hold E on R-080 left turns.

NoTE: Procedurs turn nonstandard due higher terrajin N
CAUTION: Terrain rises to 6000’ between 2.0 and 3.0 mﬂes NE of airport.

*500-1 required for takeoffs on Run

y 5.
MSA: 000°-030°—95007; 090°-180°—8500' + 180°-270°—8000"; 270-360°—9500.
City, Farmington; State, N. Mes.; Airport Name, Farmington Municipal' Elev., 5502; Fac. Clnss., H-BVORTAC; Ident.,, FMN; Procedure No. VOR/DME No. 1, Amdt.

Orig.; Eff. Date, 22 Aug. 64

e DME Fix on R-243. Hold E, 4-m11e legs, left turns or, when directed by ATC, make left clitnbing turn to 8000 , proceed to FMN VOR an

15mile DME Fix R-192 oo ecaee
15-mile DME Fix R-219_.

25-mile DME Fix R-243_.-
20-mile DME Fix R-243
20-mijla DME Fix R-251....
15-mile DME Fix R-251__.
10.5 mile DME Fix R~258 oo

15mijle DME Fix R-210. o eceeacaeen
15-mile DME Fix R-261_ v cmcmcaneee
20-mile DME Fix R-243,

6.9-mile DME 1“1x R-251

Vials-mijle orbit...

Vial5-mile orbit...

Direct.

Via 20-mile orbit-...
irect.

Direct.

Direct.

300-1 300-1
700-1 700-1
~ 5001 500-1
800-2 800-2

300-1
700-1%4
500-1
800~2

Procedure turn S side of crs 251° Outbnd, 071° Inbnd, 8000’ within 10 miles,

Minimum altitude over 10.5-mile fix on final approac crs 6500".

Cr:. and distance, 10.5-mile fix to airport

071°—3.6 m.

visnal contact not established upon descent to authomed Janding mmlmums or if landing not accomplished at 6.9-mile DME Fix R-251, climb to 8000’ direct to FMN

VOR hold E on R-080, left turns.

NoTe: When authorized by ATC, DME may be used within 20 miles between R-192 clockwise to R-251 at 8000’ fo position aircraft for final approach with the elimination

of a procedure turn.

CAvUTION: Terrain rises to 6000' bef:ween 2.0 and 3.0 miles NE of airport.

*500-1 required for takeoffs on

MSA: 000°-090°—9500"; 090°-180°—8500' s 180°~270°—8000’; 270°-360°—9500’
City, Farmington; State, N. Mex.; Airport Name, Farmington Municipal; IJlev., 5502’; Fac. Class, H—BVORTAC Ident., FMN; Procedure No. VOR/DME No. 2, Amdt,

Orig.; Eff. Date, 22 Aug. 64

10-mile DME Fix R-265.eeean . A—

0-mile DME Fix_

Direct

=

2500

300-1 300-1
500-1 500-1
500-2 500-2
500-1 500-1
NA NA

20034

500-134

500-2

500-1
NA

Radar vectoring to final approach crs authorized in accordance with approved patterns.
Procedure turn S side of ers, 265° Outbnd, 035° Inbnd, 2600’ within 10 miles

Minimum altitude over 3.0-milo DME Fix R~085 on
Crs and distance, 3.0-mile DME Fix R-085 to

airport, 085°

al ap%roach ars, 1500'.

If visual contact not established upon descent to authorlzed landing ‘minimums or if landing nof accomplished at 6.5-mile DME Fix R-085, make left climbing turn to 2600’

andremmwtheM PVO

NOTE n missed approach may be radar controlled after radar identification. 2. Night takeoffs and landings authorized N/S runway only. 3. When author.
ized by ATC DME may be used to position aircraft on final approach crs at 2600’ between R-180 clockwise to R-335 via 6-mile DME arc with the elimination of procedure turn-

MSA: 000°-360°—2500".

City, Minneapolis; State, Minn.; Airport Name, Anoka County; Elev.,

008’; Fac. gzlazs, B(XORTAC’ Ident., MSP; Procedure No, VOR/DME No. 1, Amdt, Orig., Eff. Date,
ug. -

23-mile DME Fix R-020 (Roseville Int)

T

Direet.

g-mile DME Fix R-194.

VOR
VOR (fnal)

Direct.

1600
1200

A~dn. ..}

300-1 300-1
500-1 500-1
500-1 500-1
800-2 800-2

Radar vectoring authorized in accordgnce with approved patterns

Procedure turn S side of ers, 195° Outbnd, 015° Inbnd, 1200' within 10 miles.

Minimum altitude over facility on final approach ers, 1

2007,

Crs and distancs, facility to airport, 015°—4.4 miles
visusl contact not establlshed upon descent to authorized landing minimums or if landmg not accomplished at 4.4mile DME Fix R-015, climb fo 2500’ on SAC VOR

It
R-015 to the 20-mile DME Fix R-

0TE: When authorized by ATC DME may be used within 15 miles at 2a00’ to position aircraft for straight-in approach with elimination of the procedure turn,

No
AMSA: 000°-030°-3500"; 090°-180°—2500"; 180°-270°—3600"; 270“—360"—33
City, Sacramento; State, Calif.; Airport Name, Sacramento Muiiicipal; Elev., 21; Fac. Class., BVORTAGC; Ident., SAC; Procedurs No. VOR/DME No. 1, Amdt. Orig.; Eff.

Date 22 Aug 64

20-mile DME Fix R-020.
20-mile DME Fix R-015.
11-mile DME Fix R-015.

20-mile DME Fix R0I5. o oo
L.mile DME Fix B-015
5.4-mile DME Fix R-015

| 20 mile COW.....
Direct

Direct,

3500
1800
600

300-1 300-1
600-1 600-1
600-1 600-1
800-2 800-2

200-3¢
600-134
600-1
800-2

Radar vectoring authorized in accordance with approved pattems

Procedure turn not authorized.

1f visual contact not established upon descent to authorized landing minimums or if landing not accom lished at 5.4-mile DME Fix R-015, proceed dir ct tothe SAC V
climbing to. 2000’ on R-194 to the 9-mile DME Fix R-194 (Courtland Int) v » Br act ko ¢ Vor

MSA: 000°-090°—3500'; 030°-180°—

7; 180°-:

—3600%; 270°-

—3300%,

City, Sacramento; State, Calif.; Alrport Name, Sacramento Munlcipal 1!:‘.]e:Ev.ﬁ 21’; Fac. Class,, BVORTAGC; Ident., SAC; Procedure No. VOR/DME No. 2, Amdt. Orig.;

Date, 22 Aug. 64
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° VOR-DME STANDARD INSTRUMENT APPROACH PROCEDURE—Continued

Transition Ceiling and visibility minimums
2-engine or less More than
From— To— Course and altitade. Condition n‘j"oer%g%ﬂgh
distance (feet) 65knots | More than | TOFp thar
. or less 65 knots
Rb R Direct l 1500 300-1 200-1 200-32
TPA Rbn FIEVO e 7001 70041 | 700-135
700-1 700’-1 700-1
A—dn §00-2
alrcmft eqmpped thh opemﬁng DM and 2-infle
DME Fix R-342 identified, the following minimums
are authorized
C-dn.. o] 406-1 | 5001 Lo0-11 4
. SAn-178 e 400-1 400-1 40031

Radar vectoring authonzed in accordance with approved patterns.

Procedure turn W side of ers, 342° Outbnd, 162° Inbnd, 1400 “within 1

Minimum altitude over facility on final approach ¢rs 700°; ;i 2-mile DME le R—342 identified, 400'.

Crs. and distance breakoff point to Runway 17, 170°—0.4 ‘mile.

If visual contact not established upon descent to authorized landing minimums or if landing not accomplished within 0.0 mile after passing PIE VOR, turn right, ¢limb to
1600’ on R-270 within 20 miles or, when directed by ATC, turn right, climb to 1600’ on R—225 within 20 miles

Notg: When authorized by ATG St. Petersburg DME 1may be used for orbiting aircraft from R-274 clockwise through R-033 from 12 to 8 miles at 1400’ to position afrcraft
for a straight-in approach with the elimination of the procedure turn.

#400-1% authorized, except lntbojet aircraft, with operative ALS and hlgh-mtensu:y runway lights.

MSA: 000°-090°— 500 090°—180°—2100"; 180°-270°—1500"; 270°-360°—1300".

City, St. Petersburg; State, Fla.; Airport Name, St. Petersburg-Clearwater International; Elev., 10'; Fac. Class., BVORTAC; Ident., PYE; Procedure No. VOR/DME No. 1,
Amdt, Orig.; Eff, Date 22Aug 64

ALO VOR. 4.0-mile DME fix R-115 Direct 3100 300-1 300-1 200-15
» ; 4001 500-1 500-174

4001 4001 4001

800-2 8002 §00-2

Procedure turn E side of crs, 116° Qutbnd, 295° Inbnd, 3100’ between 4- and 14-mile DME Fix R-115.
inimum altitude over 4.0-tnile DME Fix R-115 on final approach crs 1900°. .

Crs and distance, 4.0-mile DM E Fix R-115 to airport, 295°—=3.6 miles.
al contact not establishe, n descent to authorized landing minimums or if Ianding not accomplished at 0.4-mile DME Fix R-115, climb to 35007 on R-304 to Shell

If visu du.
Rock Int and hold N'W 124° Inbnd with left turns.
NoTEs: 1. When authorized by ATC DME may be used to position aircraft for straight-in approach at 3100’ between R-090 clockwise to R-240 via 10-mile DME arc with

th eliminatlon of procedure turn. Final approach from holding pattern at 4.0-mile DME Fix R-115 not authorized. Procedure turn required.
180 —31007; 180"-090 —2400',
City, Waterloo, State, Towa; Airport Name, Waterloo Municipal; Elev., 870’; Facteogsi L—aVOR’I‘AC Ident., ALO; Procedure No. VOBIDME No. 1, Amdgt. Orig.; Eff.
ug.

6. By amending the following instrument landing system procedures prescribed in § 97.17 to read:
JLS STANDARD INSTRUMENT APPROACH PROCEDURE

‘Bearings, headings, courses and radials are magnetic. Elevations and altitudes are in feet MSL, Cellings are in feet above airport elevation, Distances are in nautieal
miles unless otherwise indicafed, except visibilities which are in statute

If an instrument approach pro cedure of the above typeis conducted at the below named alrport, it shall be in accordance with the following instrument approaeh procedure,
unless an approach is conducted in accordance with a different procedure for such airport autborized by the Administrator of the Federal Aviation Agency, Initislappreaches
shall be made over specified routes, Minimum altitudes shall oorrespond with those established for en route operation in the particular area or as set forth below,

Transition Ceiling and visibility minimums
. 2-engine or less More than
_ Oourse and Mipimum 2-¢ngine,
From To— distance altitude Condition more than
. (feet) 65 knots | More than 65 kmots
‘ or less 65 knots o
+
Duluth VOR. LOM. Direct. 300-1 300-1 200-%;
Duluth RBn LOM. Direct. 400-1 500-1 5(1}-1/
Taft Int** LOM. Direct. 400-134 500-124| 500-123
Bartlettd, LOM. Direct. 300-1 300-1 300-1
Lakewood Int# LOM Direct 600-2 600-2 600-2
Palmers Int##, LOM. N Direct

Radar vectoring to final approach crs authorized in accordance with ap roved atterns,
Procedure turn 8 side of final approach crs, 268° Outbnd, 088" Inbnd, 3800 10 miles. -
Minimum altitude at glide s%gge interception Inbnd, 2800
Altitude of glide slope and distance to approach end otrumvay at LOM, 2733'—4.3 miles
If visual contact not estabhshed upon descent to authorized landing minimums or iflandmg not aceomplished, climb to 3000’ on E crs ILS within 15 miles.
CAUTION: 2049’ tower a;gf)roxxmately 4.3 miles SE of Duluth Intemational Airport.
Nores: 1. Aircraft on missed approach may be radar controlled after radar identification. 2, ‘When authorized by ATC, DLH DME may be used to position afreraft for
straight in approach atf, 3000’ between R-194 CW to R-281 via 11-mile DME arc with elimination of procedure turn.
*400-1 required with glide sloge inoperative,

**Taft Int.: Int 360° om DL _LOM and R-320 DLH. VOR.
ZeBartlett Int.: Int 360° bearmg from DL LOM and 322° bearing from DLHE RBn
#Lakewood Int Int 046° beamg from DLH RBn and E crs ILS or 088° bearing Irom DL LOM.

almers Int.: Int R-047 DLH VOR and E ers ILS or 088° bearing from DL LO
$No approach hghts No MM,

City, Duluth; State, Minn.; Airport Name, Duluth International; Elev., 14';291'\}1‘380 I()jl%?d 2171‘,5% Ident I-DLE; Procedure No. ILS~9, Amdt. 9; Eff. Date, 22 Aug. 64; Sup.
0. a une

'

No. 169—Pt. I—2
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RULES AND REGULATIONS

ILS STANDARD INSTRUMENT APPROACH ProcepURE—Continued

Transition Ceiling and visibility minimums
2-engine or less
Minimum More than
From— Towr COowrsesnd | “gititudo |  Condition - Z-engine,
B (feat) 85kmots | More than | TROf than
orless [ 65knots o
KG LFR. LOM. Direct.... 1700 300-1 300- 200-)
ARKN VOR. LOM. Direct._.. 1700 300-1 300-11' / i
500-1 500-1 500-1/
- 200-14 200-Y5
600-2 600-2 600-2

Procedure turn S side N'W crs, 201° Outbnd, 111° Inbnd, 1700’ within 10 miles,
Minimum altitude at glide s}gé)e mterception Inbnd ﬁna 1700°,

Altitude of glide slopo and di

If visual contact not establlshed upon descent to authorized landing
rectcig by ATC, turn rlght, proceed to LOM

oTE: LFR locate

limb on N'W crs of ILS to 1700’ within 20 miles of LOM or, t
proach end of runway; height of range towers is 185" MSL—135 above ground level,

miles NW g Wp
CAUTION: 262’ radio tower 0.5 mile W of airport and 185’ radio tower 1.1 miles

ance to approach end of runway at OM, 1650'—4.8 miles; at MM, 200’—0.6 mile.
minimums or if landing not. accomplished, climb on SE ers ILS to 3000" within 20 miles or, when *di-
urn nght climb on SW crs KG LFR to 1500’ within 20 miles.

of airport..
*300-34 required when glide slope not utilized. Descent below 463’ not authorized untxl past KG-LFR; if KG-LFR not identified, minimum becomes 400-1.

City, King Salmon; State, Alaska; Airport Name, King, Salmon; Elev., 57’; Fae, Class., ILS; Ident., IFARN; Procedure No. ILS-11, Amdt. 6;

Amdt. No, 5; Dated 16’ Nov. 63

EfI. Date, 22 Aug, 64; Sup.

AIKE RBn LOM Direct 300-1 300-1 200-34
Big Bend Inf oM : Direct 600-1 6001 |. 60012
Rzcine Int LOM - Direct. 200-34 200-34 200-34
Cardinal Int LOM Direct 600-2 600-2 600-2
MXE VOR. LOM Direct.
Wind Lake Int. LOM Direct
Horlick Int. LOM Direct.
Oakwood Int. LOM (final) Direct.

Radar transxtlons to ﬁnal approach crs authorized in accordance with approved patterns.

Procedure turn E side S cx?]f) 188° Outbnd, 006° Inbnd, 2100’ within 10
Minimum altitude at glide slope interception Inbnd, 2000

Altitude of glide slope and distance to

If visual contact not established upon descent to authorized landing
direct to the Cardinal Int or, when directed by ATC,

NoTE: Alrcraft on missed &
*Runway visual range

denser-discharge ﬂashers, outer compass locator, and all related airborne equipment are operating sa
his has been established or the aircraft is clear of clouds,
Runway visual range 2600’ also authorized for takeoff on Runway 1 in lieu of 200~} when 200-14 authorized

with tho approach it

5400-3/ reqnired when glide slope not utilized.
City, Milwaukee, State, Wis.; Alrport Name, General Mxtchell Fleld' Elev., 702’; I:‘ac Class,, ILS; Ident., I-MXE; Precedure No. ILS-I, A.mdt 20; Eff. Date, 22 Aug.

Sup. Amdt. No. 19; Dated 13 June 64

proach end ol’ nmwav at OM 1877'—3.6 miles; at MM, 920'—0.6 mile,

minimums or if landing Dot accomplished, climb to 2700’ on 006° bearing from LOM and proceed

, climb to 2600° and intercept R-110 MKE VOR and

roach may be radar controlied after radar identification.

2600 1s also authorized for landing.on Runway 1; provided, that all comt onents «
isfactorily.

proceed to MKE VOR.

onents of the ILS, high-intensity runway lights,-approach lights, con..
X Descent b%.lllow 902 shall not be .%ade 2 Y

ess visual contact
» providing high-] intensity runway lights are operational,

MKXE VOR

MEKE RBn

ME LOM

MWGC VOR

Cardinal Int.

Lake Park Inb. - oo mcaameaeee Directooccmemeaeo
Lake Park Int Direct.

Lake Park Int Direct.

Lake Park Int Direct. z

Lake Park Int (final) Direct.

300-1 300-1
600-1 600-1
400-1 400-1
800-2 800-2

200-%4
600-134
400-1
800-2

Radar transitions to final approach crs authorized according to approved patterns. Ai-c aft will be released for ﬂnal approach without procedure turn on Inbnd final
approach crs at least 2 miles N of Lake Park Int.
Procedure turn W side of crs, 006° Qutbnd, 186° Inbnd, 2700’ within 10 miles of Lake Park Int.
No glide slope, outer or middie marker, and no approach lights.
Minimum altitude over Lake Park Int on final approach ors, 2400"; over Harbor Int, 1900’,

Crs and distance, Lake Park Int o airport, 186°—7.3 miles;

11 visnal contact not established u;
8 crg ILS within 10 miles of ME LOM
No7Es: 1. Aircraft on missed a

Ha.tbor Int to airport, 186°:
Ron descent to authorized landing minimums or if landing not accompllshed within 4.5 miles after passing Harbor Int, climb to 2100 on

proach may be radar controlled after radar identiﬁcatlon. 2. This procedure authorized only for airc:aﬂ: equipped torecelve VOR and ILS

— 4.5 miles.

slmultaneously, unless radar controller advises passing Lake Park Int and Harbor Inf
CAUTION: 787 power line 0.5 mile N of Runway 19.

City, Milwaukee; State, Wis.; Airport Name, General Mitchell Field; Elev., 702; Fae, Class., ILS; Ident., I-'MKXE; Procedure No., ILS-19, Amdt, 1; Eff, Date, 22 Aug. 64;
Sup. ‘Amdt. No. Orig.; Dated 7 Sept. 63

Walnut Grove Int.

Courtland Int

Courtland Int

Direct.

LOM (fina))

Direct.

2500
1200

300-1 300-1
500-T 500-1
200-14 200-1%
600-2 600-2

Radar vectoring authorized in accordance with approved attems

Procedure turn 5 side of crs, 195° Outbnd, 015° Inbng, 1

Minimum altitude at glide slope interception Inbnd 1200’
approach end of runway at OM 116¢/—4.0 mﬂes~ at MM 213'—0.5 mile.
visual contact not estatlisted upcn descent to authorized landing minimums or landing not sccomplished, climb to 2500’ on SAC ILS N crs within 20 miles or, when

Altitude of glide slope and distance to 8

If
directed by ATC, climb

straight abead to £(0’, make left

Other change. Deletes transition from Clarksburg FM.
*If glide slope not utilized, 400-1 required.

City, Sacramento; State, Calif; Afrport Name, Sacramento Municipal; Elexﬁl 21’; Fae. Class., ILS; Ident., I-SA.C; Procedure No. ILS-2, Amdt. 9; Eff. Date, 22 Aug. 64; Sup.

’ within 10 miles.

dt. No. 8; Dated, 6 Qct. 62

climbing turn and climb to 2000’ on. SAC Y OR R-328 within 20 miles,

s N 300-1 300-1
C-dn. 500-1 500-1
500-1 500-1
800-2 800-2

200-34
500-134
500-1
800-2

Radar vectoring authorized in accordance with approved patterns,
rocedure turn. Radar vectoring to final approach crs requu'ed. -

No pr
Minimum altitude over Parker Int* on final approach crs, 1800°,

Crs and distance, Parker Int* to airport, 195°—6.0 miles.
If visual contact not established. upon descent to authorized landing minimums or if landing not accomplished, ¢climb to 2000’ on the S crs of the SAC ILS localizer and hold

8 of the LOM in a 1-minute holding pattern, 015° Inbnd, right turns.

NOTE: Radar identification of Parker Int authorized (6-mile radar fix).

*Parker Int: MHR R-24]1 and SACILS N

crs.

City, Sacramento; State, Calif; Airport Name, SacramentoMumcxpol Elev., 21’; Fac. Class,, ILS; Ident.,glss‘iAC, Procedure No. ILS-20 (back ers), Amdt. 6; Eff. Date, 22 Aug.

64; Sup. Amdt. No. 6; Dated, 6 July
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N ILS STANDARD INSTRUMENT APPROACH PROCERPURE—Continued

Transition Celling and visibility minimums
2-engine or less
Course and Minimom . L%gr;utggn
From— To— distance altitude Condition more than
. (feet) 65knots | More than | “ae'y o
or less 65 knots
PIE VOR. LOM, ) Direct 1400 300-1 300-1 200-14
TPA RBn LOM Direct. 1500 9%400-1 500-1 0-134
Frances Intg, LOM (final) Direct. 1300 200-34 2004 20035
600-2 600-2 600-2

Radar vectoring authorized in accordance with approved patterns,

Procedure turn W side of ers, 360° Outbnd, 170° Inbnd, 1400/ within 10 miles.

Minimum altitude at glide § Jope interception Inbng, 13007,

Altitude of glide slope and distance to approach end of runway at OM, 1166'—4.3 miles; at MM, 1589—0.5 mile,

i al contact not established upon descent to authorized landing minimums or if landlng not accomplished, turn right, climb to 160¢ on PIE VOR R-270 within 20
miles or, when directed by ATC, turn right and climb to 1600’ on crs of 270°, intercept and proceed out 220° bearing from PI LOM within 20 miles

#Frances Int: Int PIE JLS N crs and 090° bearing to TP LOM or 9.0-mile DME Fix or PIE VOR R-340,

*500-37 required when glide slope not utilized.

% 500-1 required when glide slope not, utilized.

City, St. Petersburg; State, Fla.; Alrport Name, St. Petersburg-Clearwater Internationsal; Elev, ]510' Fac. Class., ILS; Ident., I-PIE; Procedure No, ILS-17, Amdt. &; Eff.

R Date, 22 Aug. 64; Sup. Amdt. No. 5; Dated, 2 Feb. 63
PIE VOR. Sawgrass Int* Direct 300-1 300-1 200-)4
Egnont Key RBn Cindy Int#. Direct 400-1 500-1 500-14
Cindy Int# Sawgrass Int (Final)* Direct. 400-1 400-1 400-1
800-2 800-2 800-2

Radar vectoring authorized in accordance with a) E?roved patterns,
Procedure turn W side of crs, 170° Outbnd, 350° Inbnd, 1500’ within 10 miles of Sawgrass Int.*
.\ﬂnimu.m altitude over Sawgrass Int* on final aspproach ers 1300'
Crs and distance, Sawgrass Int* to Runway 35 50°—4.2 mil
I1 visnal contact not established upon descent fo authorized landmg minimums or if landing not accomplished within 4.2 miles after passing Sawgrass Int* make left turn,
climb to 1600’ on the PIE VOR R-~334 within 20 mi
*Sawgrass PIE ILS S crs and 070° bearmg to TPA RBn.
#Cindy Int: Int. PIE ILS S crs and 041° bearing to TPA RBn or 11-mile DME Fix on PIE VOR R-171.
##400-34 suthorized, except for turbojet aircraft, with operative high-intensity runway lights.

City, St. Petersburg; State, Fla.; Airport Name, St. Petersburg—Clearwater International; Elev., 10'; Fae. Class., I1.S; Ident I-PIE; Procedure No. ILS-35 (back crs), Amdt. 3;
Date 22 Aug. 64; Sup. Amdt. Ho.’ 2; Dated, 17 Nov. 6

TPA Rbn Dawson Int. Direct. 1500 | T-dn____. 300-1 300-1 200-14
PIE VOR. 2 Dawson Int. Direct 1500 S 500-1 500-1 500-124
South Bay Int. Dawson Int (Final) Direct 1500 | 8-dn-36R#._ 400-1 400~1 400-1
‘Wilson Int% Dawson Int, Direct 1500 | A~dn .. 800-2 800-2 800-2

Radar vectoring authorized in accordance with z}%%roved patterns

Procedure turn E side of crs, 181° Outbnd, 001° 1500 within 10 miles of Dawson Int.

Minimum altitude over Dawson Int on finals proach crs, 1500°, - .

Crs and distance, Dawson Int to Runway 36R 001°—4.5 miles

If visual contact not established upon descent to authorized landing minimums or ifJanding not accomplished within 4.5 miles after passing Dawson Int, climb to 1500° en
N ers of ILS within 20 miles.

CAUTION: 210’ radio tower 1 mile WSW of airport.

AR CARRIER NOTE: 200-1% absolute minimum for takeoﬁ Runway 27.

% Wilson Int: Int N crs TPA-ILS and PIE VOR R-03 -

#400-3{ authorized, except for turbojet aircraft, with opcrative high-intensity runway lights.

City, Tampa; State, Fla.; Airport Name, Tampa International; Elev., 27; Fae. Class,, ILS; Ident., I-TPA; Procedure No. ILS-36R (back crs), Amdt. 9; Eff. Date, 22 Aug. ¢4;
Sup. Amdt No. 8, Dated 17 Nov.

Shell Rock Int LOM (final) Direct. 2300 | Tdneccoeen-.. 300-1 300-1 200-14
New Hartford Int LOM. Direct. . Cdn 400-1 500-1 500-124
‘Waverly Int. LOM Direct 200-14 200-34) 200-%%
ALO VOR LOM Direct. 600-2 600-2 600-2
Reinbeck Int. LOM. . Direct,

Procedure turn W side of crs, 303° Outbnd, 123° Inbnd, 2300" within 10 miles.

Minimum sltitude at glide sfope inte.rception Inbnd 2500’

Altitude of glide slope and distance to approach end of runway at LOM, 2239'—4.5 miles; at LMM, 1060/—0.5 mile,

If visual contact not established upon descent to authorized landing mintmums or if landing not accompljshed Hmb to 2500’ on.the ALO VOR R-094 within 20 miles or,
when directed by ATC, (1) cimb to 2500’ on the ALO-VOR R-141 within 20 miles, (2) climb to 2500’ on SE crs of ILS within 10 miles.

NOTE: When authorized by ATC, ALO DME may be used to position alreraft for straight-in approach at 2300’ between R-205 clockwise to R-350 via 12-mile DME
arc with the elimination of procedure tam,

*400-34 required when glide slope not utihzed

City, Waterloo; State, Towa; Airport Name, Waterloo Municipal; Elev 870'; Fac. Class., ILS; Ident., I~ALO; Procedure No. ILS-12, Amdt. 5; Efl. Date, 22 Augr. 64;
Sup. Amdt. No, 4; Dated 20 Feb. 64

Ve
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7. By amending the following radar procedures prescribed in-§ 97.19 to read:
RADAR STANDARD INSTRUMENT APPBO.ACH PROCEDURE

Bearings, headings, courses and radials are magnetic, Elevations and altitudes arein feet, MSL., Cellings are in feet above airport elevation, Distances are in nautical
miles unless otherwise fndlcated, except visibilities which are in statute miles, ,

Ifaradarinstrument approach is conducted at the below named airport, it shall be in accordance with the following fnstrument procedure, unless an approach is conducted
in accordancs with a different procedure for such airport authorized by the Administrator of the Federal Aviation Agency. Initial approaches shall be made over Specified
routes. Minimum altitude(s) shall correspond with those established for en route operation in the particulararea or as set forth below. Positive identification must be estab-
lished with the radar controller. From initial contact with radar to final authorized landing minimums, the instructions of the radsr controller are mandatory except when
(A) visual contact 13 established on final approach at or before descent to the authorized Janding mintmums, or (B) at pilot’s discretion if it appears desirable to discontinue
the approach, except when the radar controller may direct.otherwise prior to final approach, a missed approach shall be executed as provided below when (A) communication
on final approach is lost for more than 5 seconds during a precision approach, or for more than 30 seconds during a surveillance approach; (B) directed by radar controller;
(C) visual contact is not established upon.descent to autborized landing minimums; or (D) if landing i3 not accomplished. - - -

Transition Celling and visibility minimums
< 2-¢ngine orless
Course and Minimgm sz oreg;g o
From— To— e altitude Condition o
(feet) 65kmnots | More than | 50T L4
or less. 65 knots.
All sectors Radar site Within 7 miles_.._| *+1900 Surveillancs approach
All sectors, Radar site ‘Within 10-25miles. 2800 )
All zectors. Radar site Within 7-10 miles. *2400 | T-dn.oooeoeo.o 300-1 300-1 200-34
160° CW to 200° Radar site Within 7-14 miles. #2000 | C-dn. oo 600-1 600-1 600-114
. S-dn-1 and 7R% 400-1 ~ 400-1 400-1
- S-dn-13, 19 500-1 500-1 500-1
S-dn-25Land 31 600-1 G00-1 600-1
AN ccaeeee 800-2 800-2- 800-2

e
LOM within 20 miles to the Cardinal Int. R

g
unway 19—climb to 2100’ on S crs ILS wil
LOM. Runways.25L-31—left turn cliimb fo 2100’ and proceed to LOM.

visual contact not established upon descent to authorized landing minimums or if landing not accomplished: Runway 1—climb to 2700’ on 006° bearing from MX
thin 10 miles of MK LOM. Runways 7R-13—right turn cimb to 2100 and proceed to

%Do not descend below 1200’ on-approach to Runway 1 until controller-advises passing the AC Spark Plug Tower .
*3-mile 1ateral separation required from 1720’ tower 7.8 miles N of airport, 1785’ tower 9.2 miles N of airport and 1549’ tower 11 miles N'W of 0!

**3-mile lateral separation required from 1261’ tower 4.8 miles N of airport, 1175 tower 6.1 miles NW of a
airport, 1141’ stack 6.0 miles SSE of airport, 1720’ tower 7.8 miles N of airport, 1735

#3-mile 1ateral separation required from 1141’ stack 6.0 miles SSE of airport. .
City, Milwaukeo; State, Wis.; Airport Name, General Mitchell Field; Elev., 702; Fac. Class. and Ident., Milwaukee Radar; Procedure No. 1, Amdt. 11; Eff, Date, 22 Aug. 64;

Sup. Amdt. No..10; Pated, 22 June 63

These procedures shall become effective on the dates specified therein. ,
(Secs. 307(c), 313(a), and 601 of the Federal Aviation Act of 1958; 49 U.S.C. 1348(c), 1354(a), 1421; 72 Stat. 749, 762, 775) -

Issued in Washington, D.C., ont July 16, 1964. ’

[F.R. Doc. 64-7305; Filed, Aug, 13, 1964; 8:45 a.m.]

Title 5—ADMINISTRATIVE -
PERSONNEL

Chapter 1—Civil Service Commission
PART 213—EXCEPTED SERVICE
Depariment of Agriculture

Section 213.3313 is amended to show
that the position of Confidential Assist-
ant to the Executive Assistant to the Sec-
retary is excepted under Schedule C. Ef-"
fective upon publication in the FEDERAL
REGISTER, subparagraph (22) is added to
paragraph (a) of §213.3313 as set out
below. ’

§ 213.3313 Department of Agriculture.

(a) Office of the Secrefary. * * *
(22) One Confidential Assistant to the
Executive Assistant to the Secretary.

* * L3 * *
(R.S. 1753, sec. 2, 22 Stat. 403, as amended;
5 US.C. 631, 633; E.O. 10577, 19 F.R. 7521, 3
CFR, 1954-1958 Comp., p. 218)

UNITED STATES CIVIL SERV-
ICE COMMISSION,
MAary V. WENZEL,
Ezecutive Assistant to
the Commissioners.

[FR. Doc. 64-8216; Filed, Aug. 13, 1964;
8:47 a.m.]

[sEar]

Title 7—AGRICULTURE

Chapter VIl—Agricultural Stabiliza-
tion and Conservation Service (Agri-
cultural Adjustment), Depariment of
Agriculture ’

SUBCHAPTER C—SPECIAL PROGRAMS
© [Amdt. 2]

PART 777—PROCESSOR WHEAT
-MARKETING CERTIFICATE REGU-
LATIONS

Miscellaneous Amendments

Basis and purpose. The following
amendment is issued pursuant to the
Agricultural Adjustment Act of 1938, as
amended, by the Food and Agricultural
Act of 1962, and the Agriculfural Act of
1964 and provides miscellaneous changes
in the requirements of the Processor
‘Wheat Marketing Certificate Regula-
tions. The amendment -clarifies the
term “cracked wheat” wherever used to
include wheat grits and adds flaked
wheat to products similar to cracked,
ground, crushed, or rolled wheat. Tt
adds to the definition of nonfood prod-
ucts a product which in the course of the
manufacture for a purpose of producing
a food product becomes unsuitable for
marketing as a food product, and is di-

alrport.
irport, 1050’ tower 3.6 miles W of airport, 1266’ towers 7 miles W of’
tower 9.2 miles N of airport and 1091’ tower 8 miles SW of airport.

~

G. S. MOORE,
Director, Flight Standards Service.

verted from food marketing channels.
It also exempts from certificate require-
ments wheat processed into food prod-
ucts by a food processor, educational
institutions or other person, engaged in
the processing of wheat in any installa-
tion for the primary purpose of student
training, experimentation, research, an-
alysis or testing, provided such products
are not marketed or remaved for sale or
consumption. It excludes from the reg-
istration provisions ' any person who
processes wheat in his owri home for
family use in his home. In addition,
the  amendment provides extension of
time for the submission of the under-
taking to secure the purchase and pay-
ment for certificates and of transition
inventory reports, Form CCC-152 and
Form CCC-153, and for use of transition
certificates. Finally, the amendment
provides additional conversion factors to
be used in determining certificate liabil-
ity. The conversion factor for rolled
wheat has been changed to reflect his-

- torical data which has been obtained

from the industry ‘concerning the
amount of wheat required to produce this
product and which has come to the at-
tention of the Department since publica-
tion of the original conversion factor.
Since these provisions must be acted
‘on immediately, or are needed immedi-
ately in the administration of the regula-
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tions, it is hereby found and determined
that compliance with the notice, public
procedure and 30-day effective date re-
quirements of section 4 of the Adminis-
trative Procedure Act (60 Stat. 238; 5
U.S.C. 1003) is impracticable and con~
trary to the public interest and that this
amendment shall be effective 1mmed1-
ately.

‘The Processor Wheat Marketing Cer-
tificate Regulations are amended as fol-
lows:

1. In§ 777.3:

a. Paragraph (b) (1) (v) is amended by
changing the words “cracked, ground,
crushed or rolled wheat” to read “cracked
wheat (wheat grits), ground wheat,
crushed wheat, rolled wheat or flaked
wheat (toasted or untoasted, other than
breakfast cereal) .”

b. Paragraph (¢) (2) is amended;

¢. Paragraph (¢) is amended by re-
numbering subparagraph (4) as subpara-
graph (5) and by the addition of a new
subparagraph (4).

The amended and added portions of
§ 7T77.3 read as follows:

§ 777.3 Definitions.

% x * * *

(b) * *= *

(1) = = =

(v) Cracked wheat (wheat grits),
ground wheat, crushed wheat, rolled
wheat or flaked wheat (toasted or un-
?oasted, other than breakfast cereal)

* x

(c) * * *

(2) Cracked wheat (wheat grits),
ground wheat, crushed wheat, rolled
wheat or flaked wheat (foasted or un-
toasted, ofher than breakfast cereal) or
other similarly processed wheat des-
ignated by the Administrator to the ex-
tent that the total product of the wheat
processed is used in or marketed as ani-
mal feed or other nonfood product spec-
ified in this paragraph.

* * * * x

(4) Any product being manufactured
for food which in the course of processing
becomes unsuitable for marketing as a
food product and thereupon is actually
diverted from food marketing channels
and disposed of for nonfood purposes.

* . * % * *

2. Section 777.4(b) is amended by
changing the first sentence, and by add-
ing a new subparagragh (4), to read as
follows:

§ 777.4 Applicability of certificate re-
- quirements.
x* * * * *

(b) Exemptions. Notwithstanding the
foregoing, certificates shall not be re-
quired in the circumstances specified 1n
the following subparagraphs:

* * * * *

(4) Processing by educational institu-
tions or other persons for purposes of
student training, experimentation, re-
search, analysis or lesting. An educa-
tional institution or other person en-
gaged in the processing of wheat at any
installation primarily for the purpose of
student training, experimentation, re-
search, analysis or testing shall not be
required to acquire™and surrender certif-
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jcates on any wheat processed at the
installation into a food product for any
such purpose if the food product is noft
marketed or removed for sale or con-
sumption. Food processing reports need
not be submitted nor records main-
tained with respect to wheat exempt un-
der this subparagraph or food prod-
ucts processed therefrom. .

3. Section 7717.5(a) is amended to
change the first sentence to read as fol-
lows:

§ 7775 Registration of processors.

(a) Time of registration. Any per-
son who processes wheat, either into a
food product or nonfood product, except
a person who processes wheat solely for
use on the farm where grown or an indi-
vidual who processes wheat in his own
home for family use in his home, shall
register with the Director (see paragraph
(1), §71777.3) by making the report re-
quired by paragraph (b) of this section
by May 30, 1964, or such later date as
may be approved by the Director in
writing. * * *

* * * * *

4, Section 7'77.6 (d) and (e) is amended

to read as follows:

§ 777.6 'Transition.

* * * * * * *

(d) Transition certificates. Transi-
tion certificates shall be valid only to
cover wheat processed into food products
during the penod July 1, 1964, through
August 31, 1964, in the processing plant
for which the certificates were issued,
except that the Administrator may ex-
tend such period to the extent that it is
established to his satisfaction that addi-
tional time is needed to use such transi-
tion certificates. Transition certificates
may be used to cover wheat other than
the elass for which the processor quali-
fied. The cost of such certificates shall
be 18 cents per bushel. Transition cer-
tificates shall be issued by establishing
certificate credits in favor of the proces-
sor in the accounts of CCC upon receipt
by CCC of payment therefor.

(e) Submission of reports. (1) Any
food processor ‘who wishes to qualify for
transition certificates must submit for
each processing plant and for-each class
of wheat for which he wishes to gualify
the following reports:

(1) Beginning Inventory Transition
Report, Form CCC-152, together with
supporting schedules, to be postmarked
not later than June 26, 1964, or such
later date as may be approved in writing
by the Director for good cause shown.

(ii) /‘Transition Operations Report,
Form CCC-153, together with supporting
schedules, to be postmarked not later
than July 24, 1964, or such later date as
may for good cause shown, be approved
by the Director in writing. Forms and
form preparation instructions may be
obtained from the ASCS offices named in
§ 777.3(a). Completed forms shall be

submitted to the Kansas City Commodity.

Office. Quantities shall be reported in
bushels, excluding dockage. Completed
forms shall contain all the information
required on the forms and shall be pre-
pared in accordance with instructions
relating thereto.

* * * * *
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§777.9 [Amended]

5. Section 777.9 is amended by chang-
ing the words “cracked, ground, erushed,
rolled” wherever they appear to read,
“cracked wheat (wheat grits), ground
wheat, crushed wheat, rolled wheat or
flaked wheat (toasted or untoasted, other
than breakfast cereal).”

6. The third sentence of paragraph
(b) of §777.11 is amended to read as
follows:

§ 77711 Time and manner of acquiring
and surrendering certificates.
* * * * *

(b) * * * “Theundertaking shall ap-
ply to wheat processed into food products
in each plant specified in Form CCC-147
beginning with the first day of the proc-
essing report period as determined un-
der § 777.12 in which the undertaking
was received by the Commodity Office,
except that the undertaking shall apply
to wheat processed beginning July 1,
1964, if the undertaking is received in the

- Commodity Office on or before August

25, 1964. If an undertaking has been
filed it shall remain in effect for the bal-
ance of the marketing year unless the
food processor breaches the undertaking
or notifies CCC that he wishes to with-
draw the undertaking in which events
it shall expire at such time as may be
determined by CCC. * * =

= * * * *

7. Section 777.12 is amended by adding
a new paragraph (h) {o read as follows:

§ 777.12 Food processing reports.

* * * * *

(h) Reports from persons engaged in
the processing of wheat primarily for
student training, experimentation, re-
search analysis or testing. Notwith-
standing the foregoing provision of this
section, food processing reports are not
required to be submitted with respect to
any wheat processed at an installation by
an educational institution or other per-
son which processes wheat at the instal-
lation primarily for the purpose of stu-
dent training, experimentation, research,
analysis or testing during a processing
report period if all the wheat processed
during the period is exempt for the re-
quirement for the acquisition of certifi-
cates under § 777.4(b) (4). If any wheat
processed into food products during the
report period is not so exempt, the food
processor shall report on Form CCC-159
on a calendar month basis, the quantity
of wheat processed into such food prod-
ucts. The name of such food products
shall be entered on the form if not pre-
printed. If conversion factors are speci-
fied in § 777.14 for the food products not
so exempt, the quantity of food products
produced shall be entered in Item %(a),
the applicable conversion factor in Item
7(b), and the wheat equivalent in Item
7(c). If conversion factors are not so
specified, the actual number of bushels
used in the processing of the food
products shall be entered in Item %T(c).
Such person shall state in Item 8 “Wheat
not exempt under § 777.4(b)(4) proc-
essed at an installation by a person
engaged in the processing of wheat at
such installation primarily for the pur-
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pose of student training, experimen-
tation; research, analysis or testing.”
The remaining items of the report shall
be completed in accordance with Appen-
dix

8. Paragraph (¢) of § 777.14 is amend-

ed toread as follows:

§ 77714 Conversion factor basis of re-
porting.
= & * * x

(c) Conversion factors. For purposes
of this section, the wheat equivalent of
each food product named in column A
shall be the number of bushels pre-
seribed as the conversion factor for such
product in column B. -

B_
Bushels of wheat-equiva-
A lent per 100 pounds of
Food product (conversion
product factor)
Whole wheat flour or graham flour-.... 1.700

Flour (including clears) derived from
conventional milling practices which
are generally accepted in the milling
Industry In the United States as rep-
resenting a %72 percent extraction

operation 2.283
Alalted wheat flowr oo 2.075
Semolina 2.283
Farina, 2.283
Bulgur . 1.916
Rolled wheat 1.800

Cracked wheat (wheat grits), ground
wheat, or crushed wheat oo~ __
Heavy bran, type A (extraction approx-
imately 40 percent heavy bran and

1.700

1.310
Heavy bran, type B (extraction approx-
imately 57 percent heavy bran and
32 percent flour) oo
Whole wheat cereal, including fines
(extraction approximately 80 percent

1.640

2.09
Wheat bits cereal, including fines (ex-
traction approximately 68 percent

= = * * =

1The flour preduced is subject to the regu-
lar conversion factor applicable to a 72 per-
cent extraction operation.

32When certificates are acquired for these
products based on the conversion factors
specified, certificates will be deemed to have
been acquired for the fines derived in con-
nection therewith.
(Secs. 379a to 379], 52 Stat. 31, as amended by
76 Stat. 626 and 78 Stat. 178; 7 U.S.C. 1379a
to 1379))

-Effective date: Date of filing with the
Director, Office of the Federal Register.
Conversion factors provided in this
amendment shall apply in determining
the quantity of wheat processed into food

products beginning July 1, 1964, where.

food processors report on a food product
conversion factor basis.

Signed at Washington, D.C. on August
12th, 1964.
CHARLES S. MURPHY,
Under Secretary.

[F.R. Doc. 64-8276; Filed, Aug. 13, 1964;
9:37 aam.]

RULES AND REGULATIONS

Chapfer XIV-—Commodity Credit Cor-
poration, Department of Agriculture
- SUBCHAPTER B—LOANS, PURCHASES, AND
OTHER OPERATIONS
[C.CC. Grain Price Support Regs., 1964-
Crop Soybean Supp.}

PART 1421—GRAINS AND SIMILARLY
HANDLED COMMODITIES

Subpart—1964-Crop Soybean Loan
and Purchase Program

The General Regulations Governing
Price Support for the 1964 and Subse-
quent Crops (2¢ F.R. 2686 and 7662)

_issued by the Commodity Credit Corpo-

ration which contain regulations of a
general nature with respect to price sup-
port loan and purchase operations are
supplemented for the 1964 crop of soy-
beans as follows:

Sec.
1421.2921
1421.2922
1421.2923

Purpose.

Availability. /

Cooperative Marketing .Associa-
tions. .

Eligible soybeans.

Determination of quality.

Determination of quantity.

‘Warehouse receipts.

Service charges.

‘Warehouse charges.

1421.2930 Maturity of loans. ,

14212931 Support rates.

AUTHORITY: The provisions of this subpart
issued under sec. 4, 62 Stat. 1070 as amended;
15 U.S.C. 714b. Interpret or apply sec. 5, 62
Stat. 1072, secs. 203, 301, 401, €3 Stat. 1054;
7 U.S.C. 1446(d), 1447, 1421,

§ 1421.2921 Purpose.

- This subpart contains additional pro~-
gram provisions which, together with the
applicable provisions of the General
Regulations Governing Price Support for
the 1964 and Subsequent Crops and any
amendments thereto, apply to loans and
purchases for 1964 crop soybeans.

§ 1421.2922 Availability.

Producers desiring price support must
file an Application for Price Support
(Form CCC-675) not later than Jan-
uary 31, 1965. Loans will be available
through June 30, 1965.

§ 1421.2923 Cooperative marketing as-
sociations.

A cooperative marketing association
which satisfies the requirements of this
section shall be deemed an eligible pro-
ducer and shall be eligible for price sup-
port on eligible soybeans through ware-
house-storage loans and purchases: Pro-
vided, That warehouse-storage loans
may be made to an association which

1421.2924
1421.2925
1421.2926
1421.2927
1421.2928-
1421.2029

_tenders to CCC warehouse receipts issued

by it on its own soybeans only in those
States where the issuance and pledge of
such warehouse receipts are valid under
State law. An association desiring to
qualify as an eligible producer shall sub-
mit its application for determination of
eligibility to the State committee of the

State where the association’s principal
office is located no later than October 1,
1964. An approved, cooperative market-
ing association applying .for price sup-
port on soybeans produced in more than
one State shall make separate applica-
tions for the soybeans produced in each
State. In the case of soybeans produced
in a State with different county support
rates, separate applications shall be made
for the soybeans produced m each -
county.

(a) Producer-owned and confrolled.
'The assoclation must be a producer-
owned cooperative marketing associa-
tion of producers under the control of
its producer-members. The association
shall submit with its application a de-
tailed statement of its method of opera-
tions showing the manmner in which
producer-members have control of the
association.

(b) Articles or bylaw provisions. 'The
articles of incorporation or association,
or bylaws of the association, must pro-
vide for: (1) An annual membership
meeting at a location which will pro-
vide reasonable opportunity for all mem-~
bers to attend and participate, (2) a
notice of all district, area, or annual
meetings to be given to all members af-
fected by such meeting, (3) membership
in the association to be open to all farm-
er-producers of soybeans except that
producers may be denied membership
on a reasonable basis, including among
other reasons, that the membership of
the farmer-producer would be inimical
to the effective operation of the associa~
tion, (4) voting on election of officers
and directors by secret ballot when there
have been more nominees than there are
vacancies to be filled, (5) a single vote
for each member, regardless of the num-
ber of shares of stock owned or-—-con-~
trolled by him, or voting rights for each
member based on his production. of soy--

beans marketed by the association dur-

ing the current year or a single preceding

. year, but whichever of the above-de-

seribed methods of voting is practiced,
it shall be uniform for all members of
the association,.and (6) each member
receiving a summary financial statement
prepared by the independent account-
ant who made the annual audit of the
association. The requirements of sub-
paragraphs (4), (5) and (6) of this par~
ggraph may be provided for by resolu-
tion of the board of directors of the
association.

(¢) Financial condition. The associ-
ation must be on a financially sound
basis. The association shall submit with
its application evidence establishing that
its operation is on a financially -sound
hasis.

(d) Operations. The association (1)
must have been in existence and con-
ducting legitimate marketing operations
for its producer-members for a period
of not less than two years prior to the
date of its application, or (2) must sub-
mit evidence that it is so organized and
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staffed as to provide effective marketing
operations for its producer-members.

(e) Conflict of interest. The associa-
tion must submit with its application a
report coneerning all transactions, except
those which are no different than trans-
actions entered into by the association
with its general membership, for the year
preceding the date of the application: (1)
With any director, officer, or employee of
the association and any of his c¢lose rel-
atives, (2) with any partnership in
which any such person or any of his
close relatives are entitled to receive a
percentage of the gross profits, (3) with
any corporation in which any such per-
son or any of his close relatives own
stock, (4) with any business entity from
which any such person or any of his close
relatives received fees for transacting
business with or on behalf of the associa-
- tion, or (5) with any business entity in
* which any agent, director, officer or em-
ployee of the association was an agent,
director, officer or employee of such busi-
ness entity. A close relative shall be
deemed to refer to a husband or a wife
of a person related as child, parent,
brather, or sister by blood, adoption, or
marriage and shall include in-laws within
such categories of relationship. The re-
port must include, but is not limited
‘to, transactions involving purchases,
sales, processing, handling, marketing,
transportation, warehousing, insurance
and related activities. A statement must
also be submited indicating whether any
transactions of the kind described in this
paragraph are contemplated in the period
between the date of the gpplication and
October 1, 1965, and if such transactions
are contemplated, a detailed statement
of the reasons therefor. The association
shall not he eligible for price support un-
less it establishes that any such transaec-
tions in the year preceding the date of
application and during the period begin-
ning with the date of application and
ending on September 30, 1965, have not
and will not operate to the detriment of
members of the association.

(£) Uniform marketing agreement. All
eligible soybeans which are delivered to
the association by producer-members
and which are included in a pool consist-
ing in whole or in part of soybeans on
which price support is obtained from CCC
must be marketed through the associa-
tion pursuant to a uniform marketing
agreement befween the association and
each of its producer-members who deliver
such eligible soybeans.

(g) Purchased and non~member soy-
beans. Soybeans purchased by a coop-
erative marketing association from pro-
ducer-members who do not retain the
right to share proportionately in the

proceeds from marketing of the soy-
beans as provided in paragraph (1) of
this section, and soybeans purchased or
acquired from non-members are not eli-
gible for price support.

(h) Member business. Not less than
80 percent of the soybeans marketed by
the association must be produced by the
producer-members. Soybeans purchased
by the association from CCC shall not be
considered in determining the volume of
saybeans marketed for members and non-
members. ,

‘beans under price support.
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(i) Vested authority. The association
must have authority to obtain a Ioan on
the security of the soybeans and give a
lien thereon as well as authority to sell
such soybeans.

{j) Records maintained. 'The associa-
tion must maintain a record of the quan-
tity of soybeans eligible for price support
delivered to the association by eligible
producer-members. Also, the associa-
tion must maintain a record of the quan-
tity of soybeans not eligible for price
support, showing the source from which
they are acquired by or delivered to the
association; such record must show the
disposition of the ineligible soybeans.

(k) Physical inventory. The associa-
tion must keep in inventory at all times
soybeans equivalent in gquality and quan-
tity to the quality and quantity of the
soybeans shown on its outstanding ware-
house receipts.

(1) Distribution of proceeds. The as-
sociation may establish separate pools for
soybeans acquired from its members.
Proceeds of marketing of any pool which
consists in whole or in part of soybeans
on which price support is obtained from
Commodity Credit Corporation must be
distributed only to members participat-
ing in such pool on a proportionate basis
according to the gquantity, quality, and
point of production of the soybeans de-
livered by each member which are
included in such pool. AN soybeans
included in such a pool must be eligible
for price support and must have been
produced by eligible producers who are
members of the association. Allocations
of costs and expenses as between sepa-
rate pools shall be made in accordance
with sound accounting principles and
practices. Any losses incurred by the as~
sociation in marketing soybeans not in-
cluded in a pool consisting in whole or
in part of soybeans on which price sup-
port is obtained from Commodity Credit
Corporation shall not be assessed against
the proceeds of marketing of such &
pool.

(m) Inspection by CCC. Soybeans
held by the association must be available
for inspection by CCC at all reasonable
times as long as the association has soy-
The books
and records of the association must be
available to CCC for inspection at all
reasonable times through September 30,
1970. .

(n) Member associalions. Notwith-
standing the requirements of paragraph
(a) of this section, a cooperative market-
ing association otherwise eligible for
price support which includes in its mem-
bership other cooperative marketing as-
sociations composed of producer-mem-
bers, shall be eligible for price support
if its member associations meet the re-
quiremenis for price support under this
section. The requirements of paragraph
(1) of this section shall be deemed to be
satisfied if such member associations
have the right to deliver soybeans of
their producer-members to the associa-
tion applying for price support and to
authorize such association to sell the soy-
beans and to obtain a loan on the se-
curity of the soybeans and to give a lien
thereon. The association applying for
price support shall: (1) In its charter,
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bylaws, marketing contracts or by other
legal means require that its member
associations meet the requirements for
price support under this section, (2)
submit the material and certifications re-
quired by paragraphs (¢), (d) and (e) of
this section with respect to each member
association, (3) certify to CCC that its
member associations are in fact eligible
for price support under the requirements
of this section, and (4) except for the
requirement that it consist of producers,
otherwise qualify for price support
under this section.

(o) Eligibility determinations. Deter
minations with respect to the eligibility
of cooperative marketing associations of
producers under this section for either
warehouse-storage loans or purchases
or both, shall be made by the Executive
Vice President, CCC.

(p) Imvestigations. ‘The Commodity
Credit Corporation shall have the right
at any time after an application is re-
ceived to examine all records and make
such investigations deemed necessary to
determine whether the cooperative is
operating in accordance with its articles
of incorporation, by laws, agreements
with producers or member associations
and with the representations made in ifs
application.

(q) Non-discrimination. A coopera-
tive association receiving price support
is subject to the provisions of Title VI of
the Civil Rights Act of 1964, and of any
regulations issued thereunder. Accord-
ingly, the association shall not, on the
grounds of race, color or national origin,
deny any producer membership in the
association or subject any producer to
discriminagtion in receiving benefits,
privileges, and rights in the association.
The United States shall have the right
to enforce compliance therewith by suit
or any other action authorized by law.

§ 1421.2924 Eligible soybeans.

(a) General. The soybeans may he
of any class and must be merchantable
for food or feed or for other uses as de-
termined by CCC, and must not contain
mercurial compounds or other substances
poisonous to man or animals in order to
be eligible for price support.

(b) Warehouse stored loan grade re-
quirements. The soybeans must also
meet the following requirements as a
condition of eligibility for a warehouse-
storage loan: -

(1) The soybeans must grade No. 4 or
better. Soybeans grading “Weevily” or
containing in excess of 14 percent mois-
ture shall not be eligible unless the pro-
visions of subparagraphs (2) and (3) of
this paragraph are complied with.

(2) Soybeans which grade “Weevily”
are not eligible unless the warchouse re-
ceipt issued for such soybeans is accom-
panied by a supplemental certificate
which provides for the delivery by the
warehouseman of soybeans which do
not grade “Weevily” and which are
otherwise of an eligible grade and
quality. When the warehouse receipt
shows “Weevily”, the grade, grading fac-
fors, and the quantity shown on the sup-
plemental certificate must be as specified
in § 1421.2927(c). t

(3) Soybeans which contain in excess
of 14 percent moisture are not eligible
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unless the warehouse receipt issued for
such soybeans is accompanied by a sup-
plemental certificate which provides for
the delivery by the warehouseman of
soybeans containing'not over 14 percent
moisture and which are otherwise of an
eligible grade and quality. ~ The grade,
grading factors and the quantity shown
on the supplemental certificate must be
as specified in § 1421.2927(c).

(4) Soybeans must not grade “Gar-
licky™.
§ 1421.2925 Determination of quality.

The class, grade, grading factors and
all other quality factors shall be based
on the Official Grain Standards of the
United States for soybeans, whether or
not determinations are made on the basis
of an official inspection.

§ 1421.2926 Determination of quantity.
‘When the quantity is determined by

weight, a bushel shall be 60 pounds of '

soybeans. In determining the quantity
of sacked soybeans by weight, a deduc-
tion of 34 of a pound for each sack shall
be made.

(a) In warehouse. The quantity of
soybeans on which a warehouse storage
loan shall be made and the quantity de-
livered to or acquired by CCC in an ap-
proved warehouse shall be the net weight
specified on the warehouse receipt or on
the supplemental certificate, if appli-
cable. If the soybeans have been dried
or blended to reduce the moisture con-
tent, the quantity specified on the ware-~
house receipt or the supplemental cer-
tificate, if applicable, shall represent the
quantity after drying or blending, and
such quantity shall reflect a minimum
shrink in the receiving weight of 1.2
times the percentage difference between
the moisture content of the soybeans
when received, and 14 percent.

(b) On farm. The quantity eligible
to be placed under farm storage loan
shall be determined in accordance with
§ 1421.67. . The dquantity acquired by
CCC ifrom farm storage shall be. deter~
mined by weight.

§ 1421.2927 Warehouse receipts.

‘Warehouse receipts tendered to CCC
in connection with a loan or purchase
must meet the requirements of this
section.

(a) Separate receipt. A separate
warehouse receipt must be submitted for
each grade and class of soybeans. In the
case of approved cooperative marketing
associations, a separate warehouse re-
ceipt must be submitted for each county
support rate at which price support is
obtained.

(b) Eniries. Each warehouse receipt
or the warehouseman’s supplemental cer-
tificate (in duplicate), properly identified
with the warehouse receipt must show all
of the following: (1) Gross weight and
bushels, (2) class, (3) grade, (4) test
weight, (5) moisture, (6) percentage of
foreign material, and (7) any other grad-
ing factor(s) when such factor(s), and
not test weight or moisture, determine
the grade. In addition, for soybeans
grading No. 3 or No. 4, the percentage
of splits, total damage and heat damage
must also be shown.
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(¢) Where warehouse receipt shows
“Weevily” and/or moisture over 14 per-
cent. Where a warehouse receipt ten-
dered for loan shows the soybeans grade
“Weevily” and/or contain over 14 per-
cent moisture, the warehouse receipt
must be accompanied by a supplemental
certificate as provided in § 1421.2924(b)
in order for the soybeans to be eligible
for price support. The grade, grading
factors, and the quantity to be delivered
must be shown on the supplemental cer-
tificate as follows: (1) When the ware-
house receipt shows “Weevily” and the
soybeans have been conditioned to cor-
rect the “Weevily”’ condition, the supple-
mental certificate must show the same
grade without the “Weevily” designa-
tion and the same grading factors and
quantity as shown on the warehouse re-
ceipt; (2) ‘'when the warehouse receip
shows moisture over 14 percent and the
soybeans have been dried or blended, the
supplemental certificate must show the
grade, grading factors, and quantity after
drying or blending the soybeans fto a
moisture content of not over 14 percent.

“The quantity shown on the supple-

mental certificate shall reflect a drying
or blending shrink as specified in § 1421.-
2926(a) ; (3) the supplemental certificate
must state that no lien for processing
will be claimed by the warehouseman
from Commodity Credit Corporation or
any subsequent holder of the warehouse
receipt; (4) in the case of conditions
specified in subparagraphs (1) and (2) of
this paragraph, the grade, grading fac-
tors, and the quantity shown on the sup-
plemental certificate shall supersede the
entries for such items on the Warehouse
recelpt

(d) Liens. 'The warehouse receipts

"may be subject to liens for warehouse

charges only to the extent indicated in
§ 1421.2929,

§ 1421.2928 Service charges.

A charge of one-half cent per bushel
will be made for the quantity of soybeans
acquired by CCC and such charge shall
be handled in accordance with § 1421.60
).

§ 1421.2929 Warehouse charges.

(a) Handling and storage liens. Ware-
house receipts and the soybeans repre-
sented thereby stored in approved ware-
houses operating under the Uniform
Grain Storage Agreement may be sub-

ject to liens for warehouse handling and’

storage charges at not to exceed the Uni-
form Grain Storage Agreement rates
from the date the soybeans are deposited
in the warehouse for storage. Ware-
house receipts and the soybeans repre-
sented thereby stored in approved ware-
houses operated by Eastern common car-
riers may be subject to liens for ware-
house elevation (receiving and deliver-
ing) and storage charges irom the date of
deposit abt rates approved by the Inter-
state Commerce Commission. In no
event shall a warehouseman be entitled
to satisfy the lien by sale of the soybeans
when CCC is holder of the warehouse
receipt. )

(b) Deduction of storage charges—
U.G.S.A. warehouses. ‘The table shown
below provides the deductions for stor-

age charges to be made from the amount
of the loan or purchase price in the case
of soybeans stored in approved- ware-
houses operated wunder the Uniform
Grain Storage Agreement. Such deduc-
tion shall be based on entries shown on
the warehouse receipts. If written evi-
dence is submifted with the warehouse
receipt that all warehouse charges ex-
cept receiving and loading out charges
have been prepaid through the loan ma-
turity date, no storage deduction shall
be made. If such written evidence is not
submitted, the beginning date to be used
for computing the storage deduction on
soybeans stored in warehouses operating
under the Uniform Grain Storage Agree~
ment shall be the latest of the follow-
ing: (1) ‘The date of deposit, (2) the date
storage charges start, or (3) the day
following the date through which storage
charges have been paid. If none of the
foregoing dates is shown, the date of the
warehouse receipt shall be used.

SCHEDULE OF DEDUCTIONS FOR STORAGE CHARGES
FOR MATURITY DATE OF JULY 31, 1965

Deduction
(cents per
Storage start date: * bushel)
Prior to AUE. 29, 1964 . __ 13
Aug. 29-Sept. 24, 1964 12
Sept. 26-0ct. 21, 1964 11
Qct, 22-Nov. 17, 1964 e e 10
Nov, 18-Dec. 14,1964 e __
© Deec. 15, 1964-Jan, 10, 1965 cacema--
Jan. 11-Feb. 6, 1965 cmeemeemmeeees
Feb. 7T-Mar., 5, 1965 nccccacecceeeem
Mar. 6-Apr. 1, 1966 ______
Apr. 2-Apr. 28, 1965 oo
Apr. 29-May 25, 19650 e
May 26-June 21, 1966 cmeccomeceeem
June 22-July 31, 1965____—_____.

HRNWOhOOOJI0OO

1 All dates inclusive.

(¢) Deduction of storage charges—
Eastern common carriers. In the case of
soybeans stored in an approved ware-
house operated by an Eastern common
carrier there shall be deducted in com-
puting the loan or purchase price, the
amount of the approved tariff rate for
storage (not including elevation), which
will accumulate from the date of deposit
through the maturity date unless written
evidence is submitted with the warehouse
receipt that such charges have been pre-
paid. The county office shall request the
ASCS commodity office to determine the
amount of such charges.~ Where the pro-
ducer presents evidence showing the ele-
vation charges have been prepaid, the
amount of the storage charges to be de-
ducted shall be reduced by the amount of
the elevation charges prepaid by the
producer.

§ 1421.2930 Maturity of loans. .

Loans mature on demand but not later
than July 31, 1965.

§1421.2931 Support rates.

Farm-stored soybean loans shall be
made at the basic county support rate for
the counfy in which the soybeans were
produced, adjusted for the Weed Control
discount where applicable. The support
rate for warehouse-storage loans and for
soybeans acquired under a loan or by
purchase shall be the basic support rate
for the county in which the soybeans
were produced adjusted by premiums and
discounts shown in paragraphs (b) and
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(e) of this section, and in the case of
settlement of loans and purchases as
further provided in § 1421.72.

(a) Basie county support rates.

Basic

county support rates for the classes
Green Soybeans and Yellow Soybeans
grading No. 2 and containing from 13.8 to
14.0 percent moisture are as follows:

ArABAMA
Rate per
- County bushel
All counties $2.23
ARIZONA
All counties $2.11
ARKANSAS
Rate per Rate per
County bushel County bushel .
s Arkansas —... $2.27
Ashley wmeeoo 2.25 .
Baxter —ce.-. 2.24 DLittle River _. 2.20
Benton —c.__. 2.21 Logan e—_..oo 2.21
Boone —._.___ 2.23. Lonoke _..___ 2.25
Bradley _..__. 2.25 Madison ca.o. 2.22
Calhoun —-.._ 2.24 Marion .
Carroll oo 2.22 Miller
Chicob o 2.25 Mississippi .. 2.27
Clark oo oo __ 2.23 Monroe ——.__— 2.27
Clay e 2.26 Montgomery . 2.21
Cleburne ... 2.2¢ Nevada .. 2.22
Cleveland .... 2.25 Newton o..... 2.23
Columbig .... 2.23 Ouachita ... 2.23
Conway ‘e 2.23 2.23
Craighead ... 2.27 2.27
Crawford --_. 2.20 2,21
Crittenden .. 2.27 2.27
. 2.20
2.23
2.26
2.24
Faulkner ... 2.24 Randolph _.. 2.25
Franklin .... 2.21 St, Francls .. 2.27
Fulton ameo-- 2.24 2.24
Garland --_.. 2.23 2.20
Grant oa-.-__ 2.25 2,23
Greene o..__. 226 2.20
Hempstead ... 2.21 2,20
Hot Spring _. 2.24 2.2¢4
Howard ——.._ 2.20 2.24
Independence 2.25 2.24 |
Izard aceeee- 2.24 Van Buren .. 2.23
Jackson ... . 2.26 ‘Washington . 2.21
Jefferson .... 2.26 2.25
Johnson ... 2.22 2.26
Lafayette a.-- 2.21 2.22
Lawrence a--. 2.25
CALIFORNIA
All counties $2.11
DELAWARE
Al countles $2.23
FLORIDA
All counties. $2.20
. GEORGIA
All\ cqunties $2,22
Adams
Alexander ...
Bond aeeweaco
Boone _.
Brown
Bureau --
Calhoun -, .
Carroll .
Cass wceemeo—a . .
Champaign .. 2.31 Greene o...__ 2.29
Christian .__. 2.31 Grundy ___._ 2.31
Clark —ea— 2.30 Hamilton __.. 2.27
Clay e 2.29 Hancock _____ 2.28
Clinton ——.__.. 2.28 Hardin ____.. 2.28
Coles oo 2.31 Henderson ___. 2.28
COOK e 2.32 Henry ae——eeo 2,28
Crawford ...~ 2.29 Iroquois ____. 2.31
Cumberland .. 2.31 Jackson ___.. 2.26
De Kalb ceana 2,31  Jasper —eoe—_. 2.30
De With —cumn 2.31 Jefferson __.. 2.27
Douglas —o..— 2.31  Jersey coememw 2.28
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Trrmvois—Continued
Rate per Rate per
County  dushel Counly  bushel

Jo Daviess_-.- $2.28
JOohNSON weeee

Livingston .-
Logan cam--- e
McDonough -
McHenry .---
McLean
Macon wccee
Macoupin ..
Madison ..
Marion

Mason

Monroe -
Montgomery -
MOrgaN. memmme-
Moultrie ~eu--
[0]:4 (- ——
Peoria

Benton .-

Crawford —e--
Daviess e
Dearborn ...~

Dubois

Franklin

Harrison

Jefferson .-
Jennings ____
Johnson
|26 Lo SUN——
Kosciusko —_.
Lagrange .-~
Lake
La Porte___..

Allamakee —..
Appanoose --.
Audubon __..
Benton
Black Hawk ..

2,25 Platt .. 2.81
2.31 Pike.__ - 2.28
2.31 Pope ___eeea. 2.28
2.31 Pulaskl ....__ 2.25
2.29 Putham o.-_. 2.28
2.81 Randolph.... 2.26
2.31 Richland ... 2.29
2.28 Rock Island.. 2.28
2,28 St.Clair—_____ 2.27
2.31 Saline ... 2.26
2.31 Sangamon ... 2.31
2.28 Schuyler .... 2.28
2,30 Scott 2.29
2.31 Shelby awmw-- 2.31
2.31 Stark 2.29
2.30 Stephenson ... 2.28
2.29 Tazewell _... 2.30
2.29 TUnion —___.._ 2.25
2.30 Vermilion..... 2.81
2.28 Wabash _..__ 2.27
2.26 Warren cao.—. 2.28
2,29 Washington __ 2.27
2.28 'Wayne .o-e-_. 2.27
2.26 'White o 2.26
2.30 Whiteslde ——— 2.28
2.30 will ______.__ 2.31
2.31 Williamson - 2.26
‘Winnebago .. 2.28
Woodford ... 2.30
INDIANA
Lawrence .._.
Madison
. Marion ceenoo
2.30 Marshall
. Martin oo
. Miami e

PEITY v $2.26

MODNroe woea.-~ . 2.25
Montgomery -

Morgan

Newton .

Noble .o

Ohio ...
Orange ocoo.-
Oowen ...

Parke ..

PeITy e

Pike v
Porter —meeao. 2.29
POSEY cremmmm 2.25
Pulaski .l 2.27
Putnam ... 2.26
Randolph —._. 2.24
Ripley ————__ 2.23
Rush oo 2.24
St. Joseph.... 2.26
Scott oo __ 2.23
Shelby mmwmaee 2.24
Spencer —.__. 2.23
Starke aee—eoo 2.27
Steuben .- 2.26
Sullivan ..___ 2.27
Switzerland __. 2.23
Tippecanoce _. 2.28
Tipton ceeao- 2.

TUnion .
Vanderburgh .. 2.25
Vermillion ... 2.29
Vigo o 2.28
‘Wabash ...__ 2.24
Warren .

Warrick
‘Washington -

Buchanan ... 2.24
Buena Vista__  2.20
Butler ——___ 2.22
Calhoun ..___ 2.21
Carroll —.-_._. 2.21

11647

Towa—Continued
Rate per Rate per
County bushel County bushel
[o: 1-1- S $2.20 Lounisa caceeeo
Cedar ___.___ 2,268 XLuUcCas wcccema
Cerro Gordo . 2.21 Lyon —oeo_a-.
Cherokee ... 2.19 Madison ...
Chickasaw _.- 2.21 Mahaska _.___
Clarke 2.21 Marion ...
Clay oo ... 2.20 Marshall _
2,23 MillS cucvman
2.26 Mitchell ...
Crawford ___. 2.20 Monona __... .
Dallas _______ 2.22 MONroe ...... 2.22
Davis . 2.23 Montgomery . 2.19
Decatur ... 2.21 DMuscatine .- 2.26
Delaware ___. 2.24 O'Brien .—__. . 1%
DesMoines . 2.25 Osce0ld coeeea 2.19
Dickinson .. 2.19 Page — 2.19
Palo Alto ... 2.20
. Plymouth ... 2.18
3 Pocahontas ... 2.20
Floyd —cee_ 2.21 Polkeo . 2.23
Franklin .._._ 2,22 Pottawattamie 2.19
Fremont ...~ 2.19 Poweshlek ... 2.24
CGreene ... 2.21 Ringgold -... 2.20
Grundy ———_.. 2.23 Sac 2.21
Guthrie —___. 2.21 2.26
Hamilton .___ 2. 2.20
Hancock 2.18
Hardin .. 2.23
Harrison 2,24
Henry 2.20
Howard 2.20
Humboldt ... 2,24
Ida 2.23
Towa 2.22
Jackson w__- 2 26 Washington . 2.24
Jasper —w.__. -— 2.2¢4 Wayne _.--.- 2.22
Jefferson ... 2.24 Webster oaa—- 2.22
Johnson _____ 2.25 “Winnebago ... 2.19
JONES m e 2.25 Winneshiek ... 2.21
Eeokuk —creeee 2.24 Woodbury --- 2.19
Kossuth wvme- 2.20 Worth acmeenn 2.20
L1€6 e 2.25 Wright e 2.22
Linn e 2.25
KANSAS
Allen ceee--- $2.18
Anderson ...- 2.19
Atchison ... 2,19
Bourbon ... 2.18 Marshall ____. 2.17
Brownl cea—a— 2.18 McPherson .. 2.15
Butler - 2.16 Miami _...._ 2.19
Chase —aoeeeo 2.18 Mitchell .._.. 2.15
Cheautauqua . 2.15 Montgomery - 2.15
Cherokee ... 2.17 Morrls oo 2.17
2.17 Nemaha ... 2.18
2.16 NeoshO amew-- 2.17
2.18 [0]:3:1-{- T — 2.18
2.15 Osborne ... 2.14
Crawford ... 2.17 Ottawa  ceee 2.16
Dickenson ..~ 2.16 Pottawatomle. 2.17
Doniphan .. 2,19 ReN0 wo—ceee 2.14
Douglass -—-... 2.19 Republic ... 2,16
EBlIK o 2,16 RiCe cucmmeea 2.14
Ellsworth .. 2.14 Ry mvcmeemn 2.17
Franklin _... 2.19 Russell oo, 2.14
GEary cme—wum 2.17 Saline .- 2.15
Greenwood .. 2.17 Sedgwick ...- 2.15
Harper ————-.. 2.14 Shawnee .... 2,19
Harvey ——ee—o... 2.15 Smith .. 2.14
Jackson _.__. 2.18 Sumner .- 2.14
Jefferson _.... 2.19 Wabaunsee .- 2.18
Jewell oo 2.15 Washington . 2.17
Johnson ___. 2,19 Wilson .____. 2.16
Kingman ... 2.14 Woodson ... 2.17
Labette oo 2.16 Wyandotte .. 2.19
Leavenworth . 2.19  All other
Lincoln .- 2.15 counties .. 2.13
KENTUCKY
Ballard —o.-- $2.25 Hickman .... $2.25
Carlisle ._._. 2.25 Livingston ... 2.25
Crittenden __. 2.256 McCracken .. 2.25
Daviess . __.. 2.25 TUnioh ... 2.25
Fulton aa-_-o 2.25 All other
Henderson .-- 2.25 counties ... 2.24
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LOUISIANA

rd
N Rate per Rate per
County bushel County bushel
East Carroll__ $2.25 All other
Morehouse .. 2.25 counties .._ $2.24
West Carroll__  2.25 R
{
MARYLAND '
All countles. $2.23
MICHIGAN
Allegan, .___— $2.20 Lapeer ——__.. $2.20
Arenac aeeme- 2.18 Lenawee ..-. 2.25
BTy cemmeee 2.20 Livingston _... 2.22
Macomb ___... 2.22
Mecosta ———-. 2.18
Midland —_._-. 2.18
MOonroe ccee-w 2.25
Montcalm __. 2.19
Muskegon .. 2.18
Newayg0 o——--

Shiawassee ...
Tuscola weeem
Jackson Van Buren...
Kalamazoo .. -2.21 Washtenaw ..
Xent accaca-a 2,19 Wayne —m——-. .
MINNESOTA
Aitkin oo $2.14 Mille Lacs._._
ANOKS comeaee 2.18 Morrison ...
Becker avmen- 2.12
Benton eoeno 2.16
Big Stone..._ 2.15
Blue Earth_._. 2.19
Otter Tail-__..
Chippewa ... 2.16 Pennington ..
Chisago --...- 2,18 Pine o
[ 03 F: - ——" . Pipestone ___
Clearwater ___
Cottonwood ._
Crow Wing..._
Dakota cmecwe
Dodge wcmee-n
Douglas ——--_
Faribaulb .-
FilImore w----
Freeborn —o--
Goodhue meeen
Grant oo
Hennepin .-
Houston a-—-
Hubbard --.-
Isantl —eeeeeo
Jackson eee--
Kanabet —ce_.
Kandiyohi ... 2.16 ‘Traverse. _...
Kittson camoo.. 2.11 Wabasha ..
Yac qui Parle. 2.16 Wadena ...
Le SueUlamc-o 2.19 Wasees .. -
" 2. ‘Washington __
Watonwan ...
Wilkin, e~
Winona ..._.
Wright ...
Yellow Medi-
- cilne ——a.o
\
MISSISSIPP
—
Benton aaeaa- $2.26 Quitman __..
Bolivar aee-.o 2.27 Sharkey —---.
Calhoun ao._. 2.25 Sunflower ...
Coahoma —___. 2.27 Tallahatchie -
De Sot0 —cn-- 2.27 Tate —comeeas
Grenada ————. 2.25 Tunicg aeem..
Humphreys - 2.26 Washington .
Issaquens ... 2.26 Yalobusha ..
Lafayette - YazZoo —ccmeoo
All other
counties ...

2.17
2.18

RULES AND REGULATIONS

MISSOURL

Rate per Rate per

County bushel County bushel
Adalr —cveem B 2 R $2. 22
Andrew Livingston .. 2.21
Atchison McDonald ... 2.18
Audrain Macon ———o-- 2.23
Barry .- Madison —_..... 2.22
Barton - Maries ___.—- 2.21
Bates —eeeee- Marion .- 2,26
Benton 8 Mercer ....-> 2.21
Bollinger _._- 2.24 Miller —...____ 2.21
j=1eTo) o T ——— 2.23  Mississlppl .-.. 2.27
Buchanan .- 2.20 Moniteau __.... 2.22
Butler - 2,26 Monroe ._-.. 2.25
Caldwell --.-- 2.20 Montgomery - 2.23
Callaway w--- 2.28 Morgan ... 2.21
Camden _..._ 2.21 New Madrid-_ 2.27
Cape Glirar- Newton o..-. 2.18
Nodaway ..-. 2.20

2.21

Clark

Cooper

Gentry
Greene --
Grundy
Harrison .-

Reynolds . .
Ripley .
St. Charles.-. 2.2¢
St. Clair___.. 2.20
St. Francois .. 2.23
St. Louls ... 2.24
Ste. Gene- -

vieve naeoa. 2.23
Saline ._..c.- .
Schuyler
Scotland

Scott wmae
Shannon
Shelby -eecee
Stoddard ... 2.26
Stone™ cceewa 2.19
Jackson _.._. 2. Sullivan 2.22
Jasper w....-~ 2.18 Taney ——e-mum 2.20
Jefferson ...— 2.23 qexas __
Johnson __..._ 2.20  yernon —o—_
Knox «—ceeoee 2.25 Warren
Laclede —__.- /2.20  washington -
Lafayette ... 2.20 Wayne -
Lawrence —.-. 2.18 Webster
Lewis weeen- 2.26 Worth __
Lincoln ..___. 2.24 , Wright
NEBRASKA
Merrick oo $2.15
Nance cocee-- 2.15
Nemaha __... 2.18
Nuckolls ... 2.15
Ot08 cmeeeme -2.,18
3257 o U1 S— 2.18
Pierce —cece—- 2,15
Platte coeeeae 2.168
PO e 2.18
Richardson .. 2.18
Saline ——._—- 2,17
[S1:3 ¢ o) 2.18
Saunders ...- 2.18
Seward __eo-o .
Stanton ..
Thayer ..__z-
Thurston __-. 2.17
. Washington . 2.18
Hamilton __. 2.15 Wayne ...... 2.16
Jefferson ... 2.17 Webster ... 2,14
Johnson aa... 2.18 York —mccan- 2.16
ENOX wemacce 2.156 All other
Lancaster ... 2.18 counties __. 2.13
Madison —__.... 2.15
NEwW JERSEY
All counties. $2.21

New MEexIico
: Rate per
County bushel
All counties. $2.11
s NEwW YORE
All counties $2.20
NORTH CAROLINA
All counties, $2.23
NORTH DAROTA
Rate per Rate per
County bushel County bushel
Barnes ——.... $2.11 Sargent _.a-—- $2.11
Cass commemun 2.12 Steele
Grand Forks. 2.11 ‘Tralll
Ransom .o--. 2.11  All other
Richland _... 2.12 counties ... 2.10
OHIO
Adams ceeeen $2.23 Licking .
Allen ______.. 2.26 Logan .. .
Asbland —..... 2,25 Lorain _ .
Ashtabula .... 2.26 Lucas .
Athens: _..ca. 2.24 Madison ~... 2.24.
Auglalze ___*_ 2.25 Mahoning --. 2.25
Belmont ... 2.24 Marion —aa--. 2.26
Brownr —.o—.- ‘2,23 Medina .. 2.26
Butler __ 2,28 Meigs occcna- 2.23
Carroll “...... 2.25 Mercer o.-—-_- 2.25
Champaign -. 2.24 Miami ccreeno 2.24
Clark . 2,23 Monroe .ee.- 2.23
Clermont ... 2.23  Montgomery . 2.23
Clinton .- 2.23 Morgan ... 2.24
Columbiana . 2.25 MOITOW .—ee- 2.26
Coshocton. —... 2.25 Muskingum . 2.25
Crawford ——.. 2.26 Noble e 2.24
Cuyahoga ... 2.26 Oftawa _.——_ - 2.27
Darke ___cm-a 2.24 Paulding -... 2.27
Deflance —a--. 2.27 PEITY ccvem-a
Delaware ... 2.25 Pickway
Erie ceeeacn—a 2.27 Pike ___
Fairfield ... 2.25 Portage
! Preble ocveemo
Putnam
Richland --.. 2.26
ROSS cmcmmean 2.23
Sandusky ... 2.27
Scioto .

Guernsey ... Seneca

Hamilton ' ~._ Shelby

Hancock .... 2.26 Stark

Hardin ——---.. 2,25 Summit

Harrison .._. 2.25 Trumbull ..

Henry-eo——wa- 2.27 'Tuscarawas ..

Highland .--~ 2.23 TUnion

Hocking a...x 2.24 Van Wert-—..~

Holmes ——wu- 2,25 Vinton _

Huron .—acew- 2,26 Warren

Jackson ... 2,23 Washington . 2.

Jefferson ..-.. 2.25 ‘Wayne .

KNOX covomme 2.25 Willilams .

Lake ——eceeem 2.26 Wood .

Lawrence .- 2.23 Wyandot ——_- 2.26

OKLAHOMA

Adallr oo $2.18 McIntosh ... $2.15

Cherokee ...-- 2.17 Muskogee ... 2.18

Choctaw —-.. 2.15 Ottawa co—o- 2.16

[, 7:5 {- QU 2.15 Pittsburg .-~ 2.15

Delaware ... 2.17 Pushmataha . 2.15

Haskell __..__ 2.16 Sequoysh ... 2.18

Latimer ... 2.16 Wagoner .... 2.16

LaFlore ..... 2.18 All other

Mayes cocwmee 2.16 counties ... 2.14

McCurtain .. 2.18 .
PENNSYLVANIA

All counties $2.20
SouTH CAROLINA

All counties $2.23

SoUTH DAROTA

Aurora
Beadle __....-
Bon Homme -
Brookings -_.

2.14
2.12

Hutchinson ..
Jerauld-

Clay
Codington ...
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SouTrH DaxoTa—Continued

Rate per Rate per
County bushel County bushel
Ringsbury .. $2.13 Roberts —_.__ $2.12
Lake cceameen 2.14 SanboIn cee-o 2.12
Lincoln ac-ea 2,16 Turner acaa--- 2.15
2.14 TUnion cmmee-o 2.16°
2.13 Yankton ——-.. 2.15
2.15 All other
2.14 counties .. 2.11
TENNESSEE
$2.25 $2.25
2.26 2.26
- 2.25 2,26
2.25 2.25
Haywood ce-a 2.25
Lake cocmccen 2.26 counties ... 2.24
Lauderdale . 2.26
TEXAS
All counties $2.16
VIRGINTIA
All counties $2.23
“ WEesST VIRGINIA / -
All countiles $2.20
WISCONSIN
Adams e oo $2.22 Marquette __. $2.23
Barron eo—-- 2,19 Milwaukee ... 2.26
Brown ceee——o 2.21. Monroe ——_.._. 2.21
Buffalo ——___.. 2.20 Oconto —--.-. 2,20
Burnette ... 2.18 Oneida —wcoen- 2.18
Calumet ... 2.22 Outagamie... 2.21
Chippewa ——_. 2.19 Ozaukee .-..- 2.25
Clark e 2.19 Pepin oo 2.20
Columbia ... 2.24 Pierce cm——e-- 2.20
Crawford .—-- 2.23 POIK o . 2.19
2.25
2.25
2.20
2.18
2.20
Eau Claire___. 2.20
Fond du Lac.. 2.24¢ St. Croix-.-.. 2.19
Grant —a-o-.. 2.24 Sauk _____.... 2.23
Greene coe-—-o 2,26 SaWYer ——cw- 2.18
Green Lake__. 2:23 Shawano ... 2,20
Towa commaem 2.24 Sheboygan ... 2.24
Jackson ... 2.21 Taylor —cevmaa 2,18
Jefferson —e.-— 2.26 'Trempealeau. 2.20
JUNeaAU mcmmuw 2.22 Vernon aa--.- 2.22
Kenosha ——.-- 2.28 Walworth ..., 2.28
Kewaunee ... 2.20 Washburn ... 2.18
La Crosseeee.. 2.21 Washington... 2.25
Lafayette .._. 2.25 Waukesha . 2.26
Langlade —... 2.18 Waupaca —--- 2.21
Tincoln —ocn- - 2.18 Waushara ... 2.22
Manitowoc ... 2.22 Winnebago . 2.22
Marathon ... 2.19 Wood .- —— 2.21
Marinette aoo. 2.19

) Premiums. The following premi-
ums are cumwlative:
(1) Low moisture.

Cents per

Percent: bushel
122 or less +4
12.3 through 12.7. +3
12.8 through 132 +2
13.3 through 18.Tem e — 1

13.8 through 14.0 0
(2) Low foreign material.

Cents per
bushel
+2

The following dis-

1.0 percent or less.
(¢) Discounts,

counts are cumulative:
(1) Class.
Cents per
Class: bushel
Black ... —25
Brown —25
Mixed ~25

FEDERAL REGISTER

(2) Testweight per bushel.

Cents per
Pounds: bushel
53.0 through 53.9 —1%
52.0 through 52.9. —1
51.0 through 51.9. —13%
50.0 through 50.9 —2 .
49.0 through 49.9 —215
(3) Splits.
Cents per
Percent: bushel
20.1 through 25.0 —15
25.1 through 30.0 -1
30.1 through 85.0 134
35.1 through 40.0 —2
(4) Damaged kernelst
Heat percent Total percent Cents per
bushel
0.6 through 0.7. -| 3.1through =4
0.8 through LO_ 4.1 through 5.0__ -1
1.1 through 1.5. -} 8.1 through 8.0 ... —14
1.6 through 2.3._____} 6.1 through 7. . -2
2.2 through 3.0.._...} 7.1 through 8.0 .| —21%

1Use column which ylelds the higher ap-
plicable discount.

(5) Foreign material.

Cenisper

Percenb: bushel
2.1 through 2.5 -1
2.6 through 3.0 -2
3.1 through 3.5 -3
3.6 through 4.0 —a
* 41 through 4.5. -5
* 4.6 through 5.0. —6

(6) Weed control laws.

Cents per

N bushel
(Where required by § 1421.774) e —10

(1) Other. Other quality discounts as
established by CCC for settlement of
farm-storage loans and purchases.

. Effective date: Upon publication in
the FEDERAL REGISTER,

Signed at Washington, D.C., on August
10, 1964.
H. D. GODFREY,
Ezecutive Vice President,
Commodity Credit Corporation.

[FR. Doc. 64-8190; Filed, Aug. 13, 1964;
8:45 a.m.]

Title 16—COMMERCIAL
PRACTICES

Chapter I—Federal Trade Commission

SUBCHAPTER B—TRADE PRACTICE CONFERENCE
RULES

" [Docket No. 7859 0.]

PART 13—PROHIBITED TRADE
PRACTICES

Washingion Crab Association et al.

Subpart—Coercing and intimidating:
§ 13.345 Competitors., Subpari—Com-
bining or conspiring: § 13.397 To cut off
competitor’s sypplies; §13.470 To re~-
strain cooperatives’ activities. Sub-
part—Cutting off supplies or service:
§ 13.625 Organizing and conirolling sup~
ply sources.
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(Sec. 6, 38 Stat. 721; 15 U.S.C. 46. Interpret
or apply sec. 5, 38 Stat. 719, as amended; 15
U.S.C. 45) [Cease and desist order, Wash-
ington Crab Association et al, Westport,
Wash.,, Docket 7859, July 10, 1964]

Order requiring a cooperative organi-
zation and its membership comprising
some 250 crab fishermen fishing for
Dungeness crabs off the coast of Wash-
ington and Oregon, for whom it acted as
exclusive marketer, to cease their con-
certed plan of action pursuant to which
they coerced and intimidated non-mems-
bers to persuade them to join their asso-
ciation, limited the “catch” or supply of
Dungeness crabs by coercive means, and
coercively, prevented others from proc-
essing, purchasing-or selling such prod-
uets.

The order to cease and desist, includ-
ing further crder requiring report of
compliance therewith, is as follows:

It is ordered, That respondents, Wash-
ington Crab Association, an incorporated
association, its officers, trustees, and
members, Richard E. Rydman, Ernest H.
Hanson, Floyd Furfiord, Donzald Sted-
man, Guy Spooner, Leif M. Anderson,
Dick Strong, Fritz Bold, G. F. Damon,
Charles Fisher, and Gilbert Krigbaum,
individually and as officers or frustees
and as representatives of the entire mem-
bership of respondent Washington Crab
Association, and respondent members
Richard Branshaw, Ronnie Cowles, Gil-
bert Dietrich, Virgil I. Gordon, Roy
Guanari, William Haavisto, Allen J. Mal-
chow, Joe Nichols, William C. Nelson,
Lawrence Peterson, and Lawrence Prest,
individually and as members of respond-
ent Washington Crab Association, and
all other members of respondent Wash-
ington Crab Association, and respond-
ents’ representatives, agents and em-
ployees, directly or indirectly, or through
any corporate or other device in or in
connection with the fishing for, purchase
or sale, or offering to purchase or seli,
in commerce, as “commerce” is defined
in the Federal Trade Commission Act,
of any aguatic product, including, but not
limited to Dungeness crabs, crab meat,
and any other erab praducts, whether
fresh, raw, cooked, frozen, canned, or
otherwise preserved or prepared for con-
sumption, shall forthwith cease and
desist from entering into, continuing, co-
operating in, or carrying out, any planned
common course of action, conspiracy, un-
derstanding or agreement, between any
two or more of said respondents or be-
tween any one or more respondents and
others not parties hereto:

1. To reduce, curtail, limit, or prevent
the “catch” or supply of any aquatic
product including Dungeness crabs by
coercion, threats or intimidation, by any
means or method, directly or indirectly,
including but not limited to the use or
threat of use of physical force or reprisal
against persons or property;

2. To compel any fisherman or other

person to become a voting or nonvoting

or otherwise limited member of respond-
ent Washington Crab Association by
coercion, threats or intimidation, by any
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means or method, directly or indirectly,
including but not limited to the use or
threat of use of physical force or reprisal
against persons or property;

3. To reduce, curtail, limit, or prevent
any person from processing, purchasing
or selling or offering to purchase or sell
in commerce, as “commerce” is defined
in the Federal Trade Commission Act,
any aquatic product, incltding, but not
limited to Dungeness crabs, crab meat,"
and any other crab products, whether
fresh, raw, cooked, frozen, canned, or
otherwise preserved or prepared for con-
sumption, by coercion, threats or intimi-
dation, by any means or method, directly
or indirectly, including but not lmuted to
the use or threat of use of physical force
or reprisal against persons or property.

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

Issued: July 10, 1964.

[sEAL] JosepH W. SHEA,
Secretary.
[¥. R. Doc. 64-8212; Filed, Aug. 13, 1964;

8:47 a.m]

SUBCHAPTER D—TRADE REGULATION RULES

PART 406—DECEPTIVE ADVERTISING
AND LABELING OF PREVIOUSLY
USED LUBRICATING OIL

The Federal Trade Commission, pur-
suant to the Federal Trade Commission
Act, as amended, 15 U.S.C. 41, et seq.,
and the provisions of Subpart F of Part
1 of the Commission’s procedures and
rules of practice, 28 F.R. 7083-84 (July
1963), has conducted a proceeding for
the promulgation of a Trade Regulation
Rule regarding deceptive advertising and
labeling of previously used lubricating
oil. Notice of this proceeding, including
a proposed rule, was published in the
FEDERAL REGISTER on November 27, 1963
(28 F.R. 12631). Interested parties were
thereafter afforded opportunity to par-
ticipate in the proceeding through the
submission of written data, views and
arguments and to appear at a hearing
on January 24, 1964, to express their
views as fo the proposed rule and to
suggest amendments, revisions and ad-
ditions thereto.

The Commission has now considered
all matters of fact, law, policy and dis-
cretion, and the data, views, and argu-
ments presented by interested parties in
the proceeding, and has determined that
the Trade Regulation Rule and state-
ment of its basis and purpose set forth
herein is in the public interest and should
be adopted.

Sec.

4086.1
406.2
406.3

The practices involved.

Deception as to previous use of oil.

Necessity for front or face panel dis-
closure.

406.4 Deceptive use of the term “re-refined.”

408.5 The rule.

AUTHORITY: The provisions of this Part 406"
issued under 38 Stat. 717, as amended; 15
U.S.C. 41-58. \ -

RULES -AND REGULATIONS

' §406.1 The practices involved.

Processors, wholesalers and- other
marketers of lubricating oil composed in
whole or in part of used oil, in the sale
of such- oil in commerce as “commerce”
is defined in the Federal Trade Commis-
sion Act, have (a) failed to disclose
clearly and conspicuously the fact that
such oil has been previously used or con-
tains used oil, as the case may be, (b)
represented directly or by implication
that such oil is new and unused, and (c)
represented that such oil has been “re-
refined” when in fact the physical and
chemical contaminants acquired through
use. have not been removed by a refining
process.

8 40‘6.i21 Deception as to previous use of
oil,

(a) Reclaimers of lubricating oils gen-
erally obtain their base stocks from serv-
ice stations, garages, and other sources
where crankcase drainings and other
waste oils are collected. These waste
products are. subjected to various proc-
esses which, depending on the complete-
ness of the process used, result in the
removal of some or all of the contami-
nants. acquired through use. The re-
sulting oils, which are sometimes blended
with additives and sometimes with oil
irom virgin stocks, ar¢ customarily pub
into containers of the same general size,
kind and appearance as those used for
new and unused oil. The oil is then
offered for sale to the public at gasoline
filling stations and other retail outlets
in the same-manner and for the same
purposes as unused lubricating oil. On
the basis of previous Commission deci-
sions, its knowledge of conditions.in the
marketing of the product, and the mat-
ters presented in the course of this rule-
making proceeding, the Commission finds
that many consumers prefer new and un-
used lubricating oil. In the absence of
a clear and conspicuous disclosure of the
fact of previous use, consumers have no
means by which they can readily deter-
mine that such products are composed
in whole or part of previously used oil,
and are led to believe that such products
are composed entirely of new and unused
oil. ~
(b) It has been urged that reclaimers
of oil perform g public service in that
they collect and remove used oil which
is potentially harmful and dangerous,
and which otherwise would constitute an
industrial and sanitation problem. It
has also been asserted that oil does not
wear oubt and therefore properly re-
refined used oil is as good as or better
than many oils produced entirely from
virgin stock. The value of the service
rendered by the industry is not germane
to this consideration, nor is the quality of
reclaimed oil involved here. It is nob
necessary therefore for the Commission
to pass upon the relative merits of new
and reclaimed oil. If is well settled that
substitution is unlawful, even if a qual-
itative equivalence could be shown and
the consumer is prejudiced if he is led to
expect one thing and is supplied with
something else., The public inferest re-
quires that used.oils be labeled and ad-
vertised as such to prevent deception of
the public and fto maintain fair
competition.

Ve

§ 406.3 Necessity for front or face panel
disclosure,

(a) Lubricating oils, whether new,
used, or blends thereof, are usually sold
in round quart size cans or in larger cans,
such as two gallon’containers having
an upright rectangular shape. Gen-
erally, these confainers have a front
or face panel on which the brand name
is featured and which is designed to
present a more attractive appearance
than other parts of the container for
display purposes. Some containers have
more than one panel which is similarly
designed.

(b) -It is common k.nowledge that in
garages, filling stations, and other retail
outlets where lubricating oils are sold,
oil containers are customarily arranged
on racks or shelves in such a manner
that only the front or face panel is
clearly exposed to the view of prospective
purchasers. Thus, any printed material
appearing on other parts of the con-
tainer would not readily be seen by the
casual observer. In the marketplace,
many purchasers of lubricating oil iden-
tify and recognize products by viewing
only the front or face panel of the con-
tainer and it is unlikely that they would
observe printed material appearing on
other parts of the confainer which are
not exposed to view.

(e) In view of all the circumstances,

-the Commission concludes that in order

for the disclosure required by this part
to be clear and conspicuous, it should be
placed on the front or face panel of each
confainer. If the container has more
than one panel similarly designed as a
front or face panel the required dis-
closure should be placed on each such
panel.

§ 406. 4 Decepuve use of the term “re-
refined.”

(a) Some marketers of reclaimed lu-
bricating oil have described their prod-
ucts as ‘“re-refined” when in fact such
oils have been subjected to but a simple
reclaiming process. The reprocessing or
reclaiming of previously used oil is ac-
complished by various processes. Simple
reclaiming may involve only the removal
of insoluble physical contaminants and
sometimes a freatment to reduce chem-
ical contaminants such as fuel fractions,
water, combustion, and resinous oxida-
tion products. These simple processes
do not remove many of the contaminants
acquired through previous use. Experts
are not in uniform agreement as to what
criteria should be met to justify the use
of the term “re-refined” to describe pre-
viously used oil. Many technical per-
sons understand “re-refining” to involve
a complete and extensive processing un-
der controlled conditions such as
settling, filtration, dehydration, distil-
lation, chemical treatment, clay treat-
ment, and other procéssing, including
selective solvent refining. There are var-
iations in “re-refining” methods but the
ultimate purpose of all of these is to re-
move . physical .and chemical contami-

nants acquired through use, -

(b) Contention has been made that
use of the term “re-refined” alone con-
stitutes adequate disclosure that oil
so described has been previously used.
‘Webster’s New International Dictionary,
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Second Edition—Unabridged, defines
“refine” as “To reduce to a fine, unmixed
or pure state; to separate from extra-
neous matter, to free from dross or alloy
as metals; to free or cleanse from im-
purities, as wine, sugar, ete.” The same
dictionary defines “re” as “again;—used
chiefly to form words, especially verbs
of action, denoting in general repetition
(of the action of the verb) * * *.” The
combination of these two words, when
used to describe oil, would mean, by dic-
tionary definition, that the process of
reducing oil to a fine, unmixed or pure
state has been repeated.

(¢) 'To the consuming public the word
“re-refined” as descriptive of lubricating
oil is susceptible of more than one mean-
ing, While members of the tradé and
more sophisticated consumers might un-
derstand that the oil so described had
been previously used, to many consumer
purchasers who are unaware that oil is
reclaimed and resold to the public, “re-
refined” could well mean a virgin oil
which has been refined more than once.
Even when put on notice that the oil
has been previously used, many consum-
ers would be led to believe by the word
“re-refined” that the oil had been re-
claimed and restored to its original con-
dition by a refining process.

(d) The Commission concludes there-
fore that the word ‘“re-refined” when
used alone to describe previously used oil
would not adequately inform prospec-
tive purchasers that oil so described has
been previously used. The Commission
further concludes that “re-refined” when
coupled with a disclosure that the oil has
been prevously used would mean to a
substantial portion of the consuming
public that the oil so described has had
the contaminants acquired through pre-
vious use removed therefrom by a refin~
ing process.

§ 406.5 Therule.

(a) On the basis of .the foregoing, the
Commission concludes that, in connec-
tion with the sale in commerce of lubri-
cating oil composed in whole or in part
of previously used oil, the practices of
(1) failing to disclose clearly and con-
spicuously the fact that such oil has been
previously used; (2) representing di-
rectly or by implication that such oil is
new or unused; and (3) representing that
such oil has been “re-refined” when the
physical and chemical contaminants ac-
quired through use have not been re-
moved by a refining process; have the
capacity and tendeney to mislead and
deceive purchasers and prospective pur-
chasers and to divert business from com-
petitors who truthfully and properly de-
scribe and label their products. The
Commission further concludes that these
Dpractices are violative of section 5 of
the Federal Trade Commission Act, and
that the Dbublic interest in preventing
their use is specific and substantial.

(b) Accordingly, for the purpose of
preventing such unlawful practices, the
Commission hereby promulgates, as a
Trade Regulation Rule, its conclusions
and determination that in connection
with the sale or offering for sale of Iubri-
cating oil composed in whole or in part
of previously used lubricating oil, in

FEDERAL REGISTER

commerce, as “commerce” is defined in
the Federal Trade Commission Act, it
constitutes an unfair method of com-
petition and an unfair and deceptive act
or practice to:

(1) Representin any manner that such
used lubricating oil is new or unused; or

(2) Fail to disclose clearly and con-
spicuously that such used lubricating
oil has been previously used, in all ad-
vertising, sales promotional material
and on each front or face panel of the
confainer. For the purpose of this Part
406 the front or face panel means the
part (or parts) of the container on which
the brand name is usually featured and
which is customarily exposed to the view
of prospective purchasers when dis-
played at poinf of refail sales; or

(3) Use the term “re-refined,” or any
other word or term of similar import,

to describe previously used lubricating

oil unless the physical and chemical con-
taminants acquired through previous use
have been removed by a refining process.

(As used in this part, the term “lubri-
cating oil” refers to any oil used for
lubricating purposes including but not
limited to, motor and transmission oil.)

Effective date. This rule becomes
effective January 1, 1965,

Adopted: July 28, 1964.
By the Commission.

[sEAL] JOsEPHE W. SHEA,
Secretary.
[F.R. Doc. 64-8215; Filed, Aug. 13, 1964;

8:47 a.m.]

Title 10—ATOMIC ENERGY

Chapter I—Atomic Energy
Commission

PART 30—LICENSING OF BYPRODUCT
MATERIAL

Exemption of Tritium Contained in
Balances of Precision

Correction

In F.R. Doc. 64-7959 appearing in the
issue for Saturday, August 8, 1964, at
page 11445, the word “to” should be in-
serted preceding the word “balances”
in the second line of § 30.14(a).

Title 20—EMPLOYEES’ BENEFITS

Chapter 1ll—Social Security Adminis~
tration, Depariment of Health, Ed-
ucation, and Welfare

[Regs. 4, further amended]

PART 404—FEDERAL OLD-AGE, SUR-

VIVORS, AND DISABILITY INSUR-
ANCE (1950—____)

Quarters of Coverage and lnsured
Status

Regulations No. 4 of the Social Secu-
rity Administration, as amended (20
CFR 404.1 et seq.) are further amended
as follows:
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1. Paragraph () of §404.103 is
amended to read as follows:

§ 404.103 Quarter of coverage.
* * - * *

) When a quarter of coverage is ac~
quired. Where a calendar quarter is

' credited as a quarter of coverage under

paragraph (b), (c), (d), or (e) of this
section the quarter of coverage is ac-
quired as of the first day of such calendar
quarter,

2. Paragraph (b) of §404.108 is
amendr 1 t¢ read as follows:

§ 404.108 TFully insured status; general.
* * * x *

(b) When fully insured status begins.
An individual is fully insured beginning
with the first day of the calendar quar-
ter in which he acquires the last required
quarter of coverage (see §§404.103(%)
and 404.109-404.112). Though fully in-
sured under the statutory provisions in
effect during a particular period an in-
dividual may not be fully insured under
the statutory provisions in effect for a
prior period and, in such case, no bene-
fits would be payable for such prior
period though benefits may be payable
currently based on the later require-
ments. The following §§ 404.109-404.~
113, set forth the various fully insured
status requirements and their period of
applicability.

3. Effective date. The foregoing
amendments shall become effective upon
publication in the FEDERAL REGISTER.

{Sec. 205, 213, 214, and 1102, 53 Stat. 1368,
as amended, 64 Stat. 504, as amended, 64
Stat. 505, as amended, 49 Stat. 647, as
amended; sec. 5 of Reorganization Plan No.
1 of 19563, 67 Stat. 18, 631; 42 U.S.C. 405, 413,
414, and 1302)

Dated: July 27, 1964.

[sEaL] ROBERT M. BALI.,
Commnissioner of Social Security.

Approved: August 7, 1964.

ANTHONY J. CELEBREZZE,
- " Secretary of Health,
Education, and Welfare.

[FR. Doc. 64-8222; Filed, Aug. 13, 1064;
8:47 a.m.)

- Title 21—F00D AND DRUGS

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

SUBCHAPTER B—FOOD AND FOOD PRODUCTS
PART 121—FOOD ADDITIVES

Subpart F—Food Additives Resulting
From Contact With Containers or
Equipment and Food Additives
Otherwise Affecting Food

PACKAGING MATERIALS FOR USE IN RADIA-
TION PRESERVATION OF PREPACKAGED
Foons

The Commissioner of Food and Drugs,
having evaluated the data submitted in
g petition (FAP 1297) filed by the U.S.
Atomic Energy Commission, Washing-
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ton, D.C,, 20545, and 'other relevent mate-
rial, has concluded that the food addi-
tive regulations should be amended to
provide for the use of packaging mate-
rials that may be safely subjected to ir-
radiation incidental to the radiation
preservation of prepackaged foods.
"Therefore, pursuant to the provisions of
the Federal Food, Drug, and Cosmetic
Act (sec. 409(e) (1), 72 Stat. 1786; 21
U.S.C. 348(c) (1)), and under the au-
thority delegated to the Commissioner
by the Secretary of Health, Education,
and Welfare (21 CFR 2.90; 29 F.R. 471),
the food additive regulations are amend-
ed by adding to Subpart F the following
new section:

§121.2543 Packaging materials for use
- in radiation preservation of prepack-
aged foods.

The packaging materials identified in
this section may be safely subjected to
irradiation incidental to the radiation
preservation of prepackaged foods, sub-
Ject to the provisions of this section.

{a) The radiation preservation of the
Tood itself shall comply with regulations
in Subpart G of this Part 121.

(b) The following packaging materials
may be subjected to a dose of irradia-
tion, not to exceed 1 megarad, incidental
to the use of gamma radiation in the
radiation preservation of prepackaged
foods:

(1) Nitrocellulose-coated - cellophane
complying with § 121.2507.

(2) Glassine paper complying With
§ 121.2526.

(3) Wazx-coated paperboard comply-
ing with §121.2526.

(4) Polypropylene film prepared from
polypropylene basic polymer complying
with § 121.2501, The finished film may
contain adjuvant substances used in
compliance with §§ 121.2001 and 121.2511.

(5) Ethylene-alkene-1 copolymer film
complying with §121.2508. .

(6) Polyethylene film complying with
§ 121.2510.

(7) Polystyrene ﬁlm prepared from
styrene basic polymer. 'Thefinished film
may contain adjuvant substances used
 in compliance with §§ 121.2001 and 121.-
2511,

(8) Rubber hydrocmonde film pre-
pared from rubber hydrochloride basic
polymer having a chlorine content of
30-32 weight percent and having a maxi-
mum extractable fraction of 2 weight
percent when extracted with n-hexane
at reflux temperature for 2 hours. ‘The
finished film may contain adjuvant sub-
stances used in compliance with §§ 121.-
2001 and 121.2511.

(9) Vinylidene chloride-vinyl chloride
copolymer film prepared from vinylidene
chloride-vinyl chloride basic copolymers
containing not less than 70 weight per-
cent of vinylidene ch]oride and having
a vViscosity of 0.50-1.50 centipoises as
determined by ASTM method D 729-57,
The finished film may contain adjuvant
substances used in compliance with
§§ 121.2001 and 121.2511.

Any person who will be adversely af-
fected by the foregoing order may at any

RULES AND REGULATIONS

#ime within 30 days from the date of its
publication in the FepeErAL REGISTER file
with the Hearing Clerk, Department of
Health, Education, and Welfare, Room
5440, 330 Independence Avenue SW.,
Washington 25, D.C., written objections
Thereto. Objections shall show where-
in the person filing will be adversély af-
Tected by the order and specify with par-
ticularity the provisions of the order
deemed objectionable and the grounds
Jor the objections. If a hearing is re-
quested, the objections must state the
issues for the hearing. A hearing will be
granted if the objections are supported
by grounds legally sufficient to justify the
relief sought. Objections may be accom~
panied by 2 memorandum or brief in sup-
port thereof. All documents shall be
filed in quintuplicate.

Effective date. This order shall be ef-
fective on the date of its pubhcatmn in
the F'EDERAL REGISTER.

(Sec. 409(c) (1), 712 Stat. 1786; 21 Usc 348
(c) (1))
_ Dated: August 10, 1964.

GEO. P. LARRICEK,
Commissioner of Food and Druys.

[FR. Doc. 64-8223; Filed, Aug., 13, 1964;
8:47a.m.]

Title 50—WILDLIFE AND
FISHERIES

Chapter I—Bureau of Sport Fisheries
and Wildlife, Fish and Wildlife
Service, Depariment of the Interior

SUBCHAPTER B—HUNTING AND POSSESSION
OF WILDLIFE

PART T0—MIGRATORY BIRDS

Open Seasons, Bag Limits and Posses-
sion of Cerfain Migratory Game
Birds )

Correction
In Federal Register Document 64-7616,
appearing ab page 11184 in the issue for

Tuesday, August 4, 1964, the first entry

under paragraph (b) of §10.41 should

read as follows: .

§ 10.41 Seasons and limits on doves and

wild pigeons.
* < * k 3 &

\

(b) Mourning doves—Ceniral Manage~

ment Unit,

Daily bag limit 122

& o

Title 47——TE€.E$0MMUNEGM’I@N

Chapter I—Federal Communications
‘Commission
[Docket. Nos. 14229, 14979;. FCC 64-770]
PART 73—RADIO BROADCAST.
SERVICES
UHF Television Channels; Correction

In the matter of fostering expanded
use of UHF Television Channels, Docket

No. 14229; amendment of § 73.606, table
of assignments, Television Broadcast
Stations (Hanover, New Hampshire),
Docket No. 14979.

In a Supplement to the Third Report
and Order (FCC 64-770)* in the above~
captioned matter, released on August 3,
1964, the docket number pertaining to
Hanover, New Hampshire, in.the caption
should read “Docket No. 14979” rather
than “Docket No. 14970, S

Released: August 11, 1964,
FEDERAL COMMUNICATIONS

. COMMISSION,
[sEarnl BeEN F, WaPLE,
Secretary.
JFR. Doc. -64-8230; Filed, Aug. 13, 1064;
8:48 am.]

Title 42—PUBLIC HEALTH

Chapter I—Public Health Service, De-
partment of Health, Education, and
‘Welfare

PART 72—INTERSTATE QUARANTINE
Etiologic Agents

“Notice 'of proposed rule making, pub-
lic rule making procedures and post-
ponement of effective date have been
omitted as unnecessary in the issuance
of the Ifollowing amendment to §72.25
(b) (6) which relieves restrictions.

Section 72.25(b) () is amended to
read as follows:

§ 72.25 [Etiologic agents.
* % = % *
() * * = .
(5) With respect to shipments made

to carry out fthe national defense pro-
gram, the Surgeon General may approve
variations as to the requirements of sub-
paragraphs 1, 2 and 3 of this paragraph
if upon review and evaluation he finds
that such variation and the required at-
tendant changes in packaging, handling,
and shipment procedures will provide
protection at least equivalent to the
above requirements.

k-] *

& &

(See. 215, 58 Stat. 680; 42 US.C. 216. Inter-
prets or applies sec, 361, §8 Stat. 703 42

x

. U.S.0. 264)

Dated:

[SEAL] James M. HUNDLEY,
Acting Surgeon General.

Approved: August 7, 1964.

ANTHONY J. CELEBREZZE,
Secretary.

[FR. Doc. 64-8224; Filed,” Aug. 13, 1064;
. 8:47 am.]

1See29 F.R. 11419, August 7, 1964.



Proposed Rule Making

‘DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service
[7 CFR Part 9811
ALMONDS GROWN IN CALIFORNIA

Proposed Salable and Surplus Per-
centages for 1964-65 Crop Year

Notice is hereby given that there is
under consideration the proposed estab-
lishment of a salable percentage of 85
percent and surplus percentage -of 15
percent for Californie almonds during
the 1964-65 crop year beginning July 1,
1964, The proposed percentages are
based on recommendations of the Al-
mond Control Board and other available
information and would be established
pursuant to the provisions of amended
Marketing Agreement No. 119 and Order
No. 981 (7 CFR Part 981), regulating
the handling of almonds grown in Cali-
fornia, effective under the Agricultural
Marketing Agreement Act of 1937, as
amended (7 U.S.C. 601-674).

‘The proposed percentages are hased
upon the following estimates (kernel
weight basis) for the crop year begin-
ning July 1, 1964:

(1) Production of 75 million pounds;

(2) Trade demand for domestic al-
monds of 58.7 million pounds (which is
based on a total demand of 59.2 million
pounds less 500,000 pounds of imported
almonds) ;

(3) Handler carryover of 11.8 million
pounds on July 1, 1964; ’

(4) Desirable handler carryover of 16.8
million pounds on June 30, 1965;

(5) Trade demand and desirable han-
dler carryover requirements for 1964
crop almonds of 63.7 million pounds
(items 2 plus 4 minus 3) ; and

(6) 11.3 million pounds of surplus al-
monds.

All persons who desire to submit writ-
ten data, views, or arguments in connec-
tion with the aforesaid proposal should
file the same, in quadruplicate, with the
Hearing Clerk, U.S. Department of Agri~
culture, Room 112, Administration Build-
ing, Washington, D.C., 20250, not later
than ten days after publication of this
notice in the FEDERAL REGISTER. All writ-
ten submissions made pursuant to this
notice will be made available for public
inspection at .the office of the Hearing
Clerk during official hours of business (7
CFR 1.27(b)).

Dated: August 10, 1964.

PavuL A, NICHOLSON;
Deputy Director,
Fruit and Vegetable Division.

[FR. Doc. 64-8204; Filed, Aug. 13, 1964;
8:46 am.]

[7 CER Part 1067 1
MILK IN OZARKS MARKETING AREA

Termination of Proceeding To Suspend
Certain Provisions of Order

Pursuant to the provisions of the Agri-
cultural Marketing Agreement Act of
19317, as amended (7 U.S.C. 601 et seq.)
notice was issued by the Deputy Admin-
istrator of the Agricultural Marketing
Service on July 27, 1964, that suspension
of certain provisions of the order regu-~
lating milk in the Ozarks marketing area
was being considered.

The provisions proposed by petitioning
cooperative association to be suspended
for the month of August 1964 were: 1.
In §1067.7(b), the provision, “during
any of the months of February through
July, or to the extent of not more than
10 days’ production during any of the
months of August through January”;
and 2. In the table of § 1067.11(b) op-
posite the month of August, the follow-
ing: “25”., Such provisions relate, re-
spectively, to the diversion of producer
milk to nonpool plants and the supply
plant shipping requirements.

Interested persons were invited to sub-
mit to the Department not later than
August 3, 1964, written data, views, or
arguments in connection with the pro-
poséd suspension. The preponderance
of views received from inferested parties
indicate that: (1) The market supply sit~
uation for August does not require the

proposed modifications of the order to .

handle the reserve milk of the market;
(2) producer milk which has been regu-
larly associated with the Ozarks market -

“can find a market at existing pool plants;

(3) the prospective outlets for petition-
er's milk in this market will likely be
improved during August by another
group of Ozarks producers leaving the
market,

The producers cooperative represent- -
ing more than 50 percent of the produc-
ers on the market which operates a pool
supply plant which has regularly quali-
fied on the Ozarks market contemplates
no difficulty in qualifying such plant for
pool status in August. Petitioner’s re-
quest relates to a contemplated facility

not yet completed, which, if completed,

would have no record of association with
the market. Operators of existing pool
plants have not requested the suspension
and several operators assert they are
willing to receive the milk of members
of petitioner.

It is found and determined, therefore,
that the proposed suspension for the
month of August 1964 of the aforesaid
provisions of the order relating to the
limit on diversions of producer milk and
the shipping requirements for pool supply
plants should not be effectuated; and the
proceeding begun in this matter on July
27 is hereby terminated.

Signed at Washington, D.C., on August
11, 1964.

GEORGE L., MEHREN,
Assistant Secretary.

[FR. Doc. 64-8229; Filed, Aug. 13, 1964;
8:48 am.]

FEDERAL POWER COMMISSION

[ 18 CFR Paris 101, 104, 105, 141,
201, 204, 205, 2601

[Docket No. R-264]

UNIFORM SYSTEMS OF ACCOUNTS
FOR PUBLIC UTILITIES, LICENSEES
AND NATURAL GAS PIPELINE COM-
PANIES AND ANNUAL REPORT
FORMS ~

Notice of Proposed Rule Making;
Notice of Extension of Time

AvucusT 7, 1964,

Uniform Systems of Accounts for Pub-
lic Utilities, Licensees and Natural Gas
Pipeline Companies and Annual Report
Forms FPC Nos. 1, 1-F, 2, 2-A—Prescrip-
tion of Flow-Through Accounting for
Liberalized Depreciation Tax Savings
and Disposition of Accumulated Deferred
Tax Balances; Docket No. R-264.

Upon consideration of the requests
filed in the subject proceeding by Edison
Electric Institute, the Committee on Ac-
counts of the National Association of
Railroad and Utilities Commissioners,

‘and Carolina Power and Light Company

on July 21, July 30, and August 3, 1964,
respectively, for an extensior. of time
within which to file data, views, and com-
ments in writing relating to the proposed
amendments to the Uniform System of
Accounts as set forth in the notice of
proposed rule making issued July 7, 1964;
Notice is hereby given that the time is
extended from August 26, 1964, to Oc-
tober 1, 1964, within which any inter-
ested person may file data, views, and
comments in writing concerning the pro-
posed amendments.
GorpoxN M. GRANT,
Acting Secretary.
[F.R. Doc. 64-8193; Filed, Aug. 13, 1964;
8:45 am.]

INTERSTATE COMMERGE
COMMISSION

[ 49 CFR Paris 95-97 ]
. [Ex Parte No. 241}

RAILROAD FREIGHT CAR OWNER-
SHIP, CAR UTILIZATION, DISTRIBU-
TION, RULES AND PRACTICES

Investigation of Adequacy

At a Session of the Imterstate Com-
merce Commission, Division 3, held at

11653
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its office in Washington, D.C., on the-

29th day of July, A.D. 1964.
Upon consideration of the record in
this proceeding, including the conclu-

sions reached in the report decide June .

18, 1964, 323 1.C.C. 48:

It is ordered, 'That nnder authority of
Part I of the Interstate Commerce Act
(49 U.8.C. 1, et seq.), more particularly
sections 1(13) and (14)(2) and 13(2)
thereof, and section 4 of the Administra-
tive Procedure Act (5 U.S.C. 1003), this

proceeding be, and it is hereby, broad-

ened for the purpose of obtaining de-

tailed and precise information on all.

phases of freight car ownership, utiliza-
tion, distribution, rules and practices
which in any manner confribute to or
affect the chronic freight car shortage
problem, with the view (1) to considera~
tion of the prescription of rules designed
1o alleviate the problem and (2) to con-
sideration of the issuance of an order

or direction under the provisions of sec--

tion 1¢13) of the Interstate Commerce
Act.

It is further ordered, That all rail-
roads listed in Appendix A below be, and
they are hereby, made respondents in
this proceeding; and that all other rail-
roads (some Class II and switching and
terminal companies) made respondents
by the order of December 20, 1963, be,
and they are hereby, relieved of any fur-
ther obligation to parficipate as respond-
ents In this proceeding.

It is jurther ordered, That the Bureau

of Inquiry and Compliance of this Com- -

mission be, and it is hereby, authorized
to participate in this proceeding.

It is further ordered, That the proce-
dure to be followed shall be:

1, Prior to January 1, 1965, the re-
spondents listed in Appendix A below
shall supply the information outlined in
sections I through XTI of the instruc-
iions attached hereto as Appendix B}
by completing and filing 'with the Com-
mission at its office in Washington, D.C,,
seven copies of the forms attached here-
1o as Appendixes Cand D?

2. Prior to June 1, 1965, all respond-
ents listed in Appendix A herefo shall
supply the information outlined in sec-
tions XTIV through XVI of the said in-
struetions attached -as Appendix B by
completing, filing and serving as speci-
fied in 1 above the forms attached here-
to as Appendixes E and P2

3. Prior to January 1, 1965, any per-
son desiring to participate in this pro-
ceeding must notify the Secretary of
this Commission by letter to that effect,
giving his name, address, and company
or group represented. After that date no
additional interventions will be allowed
except by special permission and for
good cause shown. To conserve time and
avoid expense it is strongly urged that
persons having common interests, en-
deavor to consolidate their presenta-
tion to the greatest extent possible. " In-
dividual participation is not precluded;
mere casual interest, however, does not
justify participation, and will make the
service of verified statements burden-

some and impracticable. The Commis-

sion desires participation only by those

1 Appendixes B, C, D, E, and F filed as part
of original document.

PROPOSED RULE MAKING

who intend to take an active part in
the proceeding.

4. As soon as practicable after Jan-
uary 1, 1965, the Commission will serve
a list of the names and addresses of
all persons upon whom service of all
verified statements, replies or other
pleadings hereinafter specified must, un-
less waived, be made. An original
(signed in ink) and 20 copies of each

verified statement, reply or pleading shall.

be filed with the Commission and a copy
of each such statement, reply or other
pleading shall be served on each person
named in the list prepared and served

pursuant to this paragraph .in accord- -

ance with Rule 1.22 of the Commission’s
general rules of practice.

5. Prior to July 1, 1965, any-party to
the proceeding may file and serve a-veri-
fied * statement of relevant facts and any
argument he desires to make. Where
both facts and argument are included in
the same document, they shall be seb
forth under separate -headings. Such
document should, where appropriate,
contain a discussion of any proposed
rules including a detailed justification
therefor, a discussion of the -proper
formula or formulas to be used in deter-
mining the adequacy of freight car own-~
ership by type by individual carrier, and

a discussion by respondents of the sub-

jects listed in Appendix G.

6. Prior to August 1, 1965, any party
may file replies to the initial statements.

7. Prior to September 1, 1965, any
party may file and serve a request for
oral hearing, together with justification
theréfor. Any reply thereto must be
filed prior to September 15, 1965.

‘8. Postponement of the above specified
time schedule is not contemplated and
will not be granted except upon detailed
justification.

9. ‘Only such documents and pleadings
as are specifically permitted under these
rules may be filed.

And it is further ordered, That a copy
of this order and 10 additional copies of
Appendixes C, D, E and F shall be served
upon each respondent that a copy of
this order be served on the public utility
commissions or boards or similar regu-
latory bodies of vach State; that a copy
be posted in the office of the Secretary of
this Commission; that a copy be served
on the Association of American Rail-
roads, Car Service Division, and upon
The American Short ILine Railroad As-
sociation, and that a copy be delivered
to the Director, -Office of Federal Reg-
ister, for publication in fthe ¥FEpERAL
REGISTER.

By the Commission, Division 3.

[sEaL] Harorp D. McCov,
Secretary. -

APPENDIX A
CLASS I RAILROADS

Akron, Canton & Youngstown RR
Ann Arbor RR.

2In Heu of verification under oath, the
statements -and replies may be Thrde subject
to the following declaration: “I solemnly
declare that I have examined the foregoing
statement (or reply) and that to the best
of my knowledge and belief the representa~
tions of fact contained therein are true.”
(Signature) P

Atchison, Topeka & Santa Fe Ry.

Atlanta & St. Andrews Bay Ry.

Atlanta & West Point RR.~Western Ry. of
Alabama.

Atlantic Coast Line RR.,

Baltimore & Ohio RR.

Bangor & Aroostook RR.

Bessemer & Lake Erie RR.

Boston & Maine RR.

Central of Georgia Ry.

Central RR. Co. of New-Jersey.

Central Vermont Ry., Inc.

Chesapeake & Ohio Ry.

Chicago & Eastern Illinois RR.

Chicago & Tlinois Midland Ry. .

Chicago & North Western Ry. System.

Chicago, Burlington & Quincy RR.

Chicago Great Western Ry. ~

Chicago, Milwaukee, St. Paul & Pacific RR.

Chicago, Rock Island & Pacific RR.

Clinchfield RR.

Colorado & Southern Ry. System.

Colorado & Wyoming Ry.

Delaware & Hudson RR.

Denver & Rio Grande Western'RR,

Detroit & Toledo Shore Line RR.

Detroit, Toledo & Ironton RR.

Duluth, Missabe & Iron Range Ry.

Duduth, Winnipeg & Pacific Ry.

Elgin, Joliet & Eastern Ry.

Erie-Lackawanna RR.

Florida East Coast Ry.

Georgia RR.

Georgia-& Florida RR.

Grand Trunk Western RR.

Great Northern Ry.

Green Bay & Western RR. (Inc. KGB&‘W)

Gulf, Mobile & Ohio RR.

Illinois Central RR.

Illinojs Terminal RR.

Kansas City Southern Ry. (Inc. L&A), '

Kansa:, Oklahoma & Gulf Ry. (MV & OC--
A-A).

Lake Superior & Ishpem;ng RR.

Lehigh & Hudson River Ry.

Lehigh Valley RR.

LongIsland RR.

Louisville & Nashville RR.

Maine Central RR.

* Minneapolis, Northfield & Southern Ry.

Misouri-Illinois RR.
Missouri-Kansas-Texas RR.

Missouri Pacific RR.

Monon RR.

Monongahela Ry.

New York Central RR. System.

New York, Chicago & St. Louis RR.
New York Connecting RR.

New York, New Haven & Hartford RR.
New York, Susquehanna & Western RR.
Norfolk & Western Ry.

Norfolk Southern Ry.

Northern Pacific.Ry.

Pennsylvania RR.
Pennsylvania-Reading Seashore Lines
Piedmont & Northern Ry.

Pittsburgh & Lake Erie RR.
Pittsburgh & West Virginia Ry.
Reading

Richmond, Fredericksburg.& Potomac RR.
St.T.ouis-San Francisco Ry. (Inc. QA&P).
‘St. Liouis Southwestern Ry.
‘Savannah & Aflanta Ry.

Seaboard Air Line RR.

Soo Line RR. R

Sounthern Pacific System.

‘Southern Ry. System

Spokane International RR.

-Spokane, Portland & Seattle Ry.
Staten Island Rapid Transit Ry.
Tennessee Central Ry,

Texds & Pacific Ry.

Texas Mexican Ry.

Toledo, Peoria & Western RR.

‘Union Pacific RR.

‘Wabash RR.

Western Maryland Ry.

Western Pacific RR.

CLASS II'RAILROADS

Aberdeen & Rockfish RR.
Algers, Winslow & Western Ry.
Angelina & Neches River RR.



Friday, August 14, 1964

Apache Ry.

Apalachicola Northern RR.
Arkansas & Loulstana Missourl Ry.
Ashley, Drew & Northern Ry.
Atlantic & East Carolina Ry.
Bauxite & Northern Ry.

California Western RR.

Camas Prairie RR.

Cambria & Indiana RR.

Cedar Rapids & Iowa City Ry.
Central California Traction Co.
Columbia & Cowlitz Ry.

Columbia, Newberry & Laurens RR.
Columbus & Greenville Ry.

Corinth & Counce RR.

Des Moines & Central Iowa Ry.
-Detroit & Mackinac Ry.

Duluth & Northeastern RR.
Durham & Southern Ry.

Escanaba & Lake SuperiorRR.,  ~
Ft. Dodge, Des Moines & Southern Ry,
Gainesville Midland RR.

Genessee & Wyoming RR.

Georgia Northern Ry.

Great Western Ry.

Interstate RR.

Kewaunee, Green Bay & Western RR.
Lake Erle, Franklin & Clarion RR.
Lancaster & Chester Ry.

Live Oak, Perry & Gulf RR.
Longview, Portland & Northern RR.
Louisiana & North West RR.
Louisiana Midland Ry.

Marinette, Tomahawk & Western RR.
McCloud River RR.

Meridian & Bigbee RR.

_ Minnesota, Dakota & Western Ry.
Mississippi Central RR.

Mississippi Export RR.

Montour RR.

Nevada Northern Ry.

New Orleans & Lower Coast RR.
Norfolk, Franklin and Danville Ry.
North Louisiana & Guif RR.
‘Northeast Oklahoma RR.
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Oregon & Northwestern RR.
Oregon, Pacific & Eastern Ry.
Pittsburg & Shawmut RR.

Pittsburgh, Chartlers & Youghiogheny Ry.

Point Comfort & Northern Ry.
Port Huron & Detroit RR. .
Portland Traction Co.
Raritan River RR.

Roscoe, Snyder & Pacific Ry.
Sacramento Northern Ry.

St. Johnsbury & Lamoille County RR.

5t. Marys RR.
Sandersville RR.
Sands Spring Ry.
Santa Maria Vailey RR.
Tennessee, Alabama & Georgia Ry.
Tennessee RR.
Texas & New Mexico Ry.
Texas & Northern Ry.
'Tidewater Southern Ry.
Trona Ry.

" Utah Ry.
Valdosta Southern RR.
‘Washington & Old Dominion RR.
‘Waterloo RR. )
‘West Virginia Northern RR.
Winston-Salem Southbound Ry.

SWITCHING AN‘.D) TERMINAL COMPANIES

Akron & Barberton Belt RR.
_Aliquippa & Southern RR.

Alton & Southern RR.

Baltimore & Ohio Chicago Terminal RR.

Belt Ry. of Chicago.

Birmingham Southern RR.

Brooklyn Bastern District Terminal.

Buffalo Creek RR.

Bush Terminal RR.

Canton RR.

Chicago & Illinols Western RR.

Chicago Heights Terminal Transfer Co.

Chicago River & Indiana RR. -

Chicago, West Pullman & Soutthern RR.

Conemaugh & Black Lick RR. '
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Cuyahoga Valley Ry.

Delray Connecting RR.

Detroit Terminal RR.

Falrport, Painesville & Eastern RR.
Houston Belt & Terminal Ry.
Tlinois Northern Ry.

Indiana Harbor Belt RR.

Kansas City Terminal Ry.
Rentucky & Indiana Terminal RR.
Lake Erie & Eastern RR.

Lake Terminal RR. i

Lakefront Dock & RR. Terminal.
Los Angeles Junction Ry.
Manufacturers Connecting RR.
McEeesport Connecting RR.
Modesto & Empire Traction Co.
Monongahela Connecting RR.
Newburgh & Socuth Shore Ry.

New Orleans Public Belt RR.

New Orleans Terminal Co.

New York Dock RR.

Norfolk & Portsmouth Belt Line RR.
Patapsco & Back Rivers RR.,

Peoria & Pekin Union Ry.
Philadelphia, Bethlehem & New England.
Pittsburgh & Ohio Valley Ry.
Railroad of New Orleans.
River Terminal Ry. -

St. Johns River Terminal Co.
South Buffalo Ry.

South Omahga Terminal Ry.

- Steelton & Highspire RR.
Terminal Railroad Association of St. Louls.

Terminal Ry. Alabama State Docks.
Texas City Terminal Ry.

Texas Pacific-Missouri Pacific Terminal,
‘Toledo Terminal RR.

Union RR. (Pennsylvania).

Union Ry. (Memphis, Tenn.).

Union Terminal Ry. (St. Joseph, Mo.).
Upper Merion & Plymouth RR.
‘Wyandotte Terminal RR.

“Youngstown & Northern RR.

[FR. Doc. 64-8217; Filed, Aug, 13,
8:47 am.]



DEPARTMENT OF THE INTERIOR

Office of the Secretary
CHARLES S. McNEER

Statement of Ch.cmges in Financial
Interests

In accordance with the requirements
of section 710(b) (6) of ‘the Defense Pro~
duction Act-of 1950, as amended, and
Executive Order 10647 of November 28,
1955, the following changes have faken
place in my financial interests during the
past six months:

(1) No change. .

(2) No change,

(3) No change.

(4) No change,

This sta.tement is made as of July 22,
1964,

Dated: July 22, 1964,
C. S. McCNEER.

[FR. Doc. 64-8198; Filed, Aug. .13, 1964-,
8 45 am.]

- CHARLES S. MITCHELL

Statement of Changes in Financial
Interests

In accordance ‘with the requirements
of section 710(b) (8) of the Defense Pro-
duction Act of 1950, as amended, and
Executive Order 10647 of November 28,
1955, the following changes have taken
place in my financial interests during the
past six months:

(1) On May 26, 19641 was elected Executive
Vice President of Cities Service Company. I
continue to serve as a Director of Cities Serv-
ice Company and as an officer and director of*
a number of affiliates and subsidiaries of
Cities Service Company.

(2) None.

(3) None.

{4) None. : ¢

This statement is made as of July 30,
1964.

Dated: July 30, 1964.
. S. MITCHELL,

[FR. Doc, 64-8200; Filed, Aug. 138, 1964;
8:48 am.]

RAFAEL R. RAMIREZ

Statement of Changes in Financial
Interests

In accordance with the requirements
of section 710(b) (6) of the Defense Pro-
duction Act of 1950, as amended, and Ex~
ecutive Order 10647 of November 28, 1955,

the following changes have taken place .

in my financial interests during the past
six months:

(1) No change,

(2) Nochange.

(3) No change.

(4) No change,

11656

Notices

This statement is made as of July 23,
1964,

Dated: July 23, 1964.
" R. R. RAMIREZ.

[FR. Doc. 64-8199; Filed, Aug. 13, 1964
8:46 am.] .

DEPARTMENT OF COMMERCE

Office of the Secretary
WALLACE H. ADAMSON

Sfafement of Changes in " Financial
Interests

In accordance with the requirements
of section 710(b) (6) of the Defense Pro-

duction Act of 1950, as amended, and:

Executive Order 10647 of November 28,
1955, the following changes have taken
place in .my financial interests as re-
ported in the FEpErAL REGISTER during
the past six months:

A, Deletions: No change.
B. Additions: No change.

1 This statement is made as of July 30,
964,

. ‘WaLLACE H. ADAMSON.
JuLy 30, 1964

[F.R. Doc. 64-8220; Filed, Aug. 13, 1964;
8:47 am.]

¢

FRANK R. BAILEY

Statement of Changes in Financial
_ Interests

In accordance with the requirements of
section 710(h) (6) of the Defense Produc-
tion Act of 1950, as amended, and Execu-
tive Order 10647 of November 28, 1955,
the following changes have taken place
in my financial interests as repotrted in
the FEpERAL REGISTER during the past six
months.

A, Deletions: no change.
B. Additions: no change.

‘This statement is made :;s of August 1,
1964.

Dated: August 1, 1964,
. Fravk R. Baitey,

[F.R. Doc. 64-8221; Filed, Aug. 13, 1964;
8:47 am.}

DEPARTMENT OF HEALTH; EDU-
CATION, AND WELFARE

Food and Drug Administration .
ALUMINUM ASSOCIATION

Notice of Withdrawal of Pefition for
Food Additives

Pursuant to the provisions of\the Fed~

eral Food, Drug, and Cosmetic Act (sec.

409(b), 712 Stat. 1786; 21 U.B.C. 348(b)),
the following notice is issued:

In accordance with §121.52 With-
drawal of petitions without prejudice of
the procedural food .additive regulations
(21 CFR 121.52), The Aluminum Foil
Division, The Aluminum Association, 420
Lexington Avenue, New York 17, N.Y.,
has withdrawn its petition (FAP 874),
published in the FEDERAL REGISTER of Au-
gust 10, 1962 (27 F.R. 7990), proposing
the amendment of §121. 2531 Surface
lubricants used in the manufacture of
metallic articles.

The withdrawal of this petition is with-
out prejudice to a future filing.

Dated: August 10, 1964,

Marcorm R. STEPHENS,
A\ssistant Commissioner
_for Regulations.

[F.R. Doc. 64-8225; Filed, Aug. 13, 1964;
8:47 am.]

1

CHEMAGRO CORP.

Filing of Petition Regarding Food
Additive Coumaphos

Pursuant to the provisions of the Fed-
eral Food, Drug, and Cosmetic Act (sec.
409(b).(5), T2 Stat. 1786; 21 U.S.C. 348
(b) (5)), notice is given that a petition
(FAP 4D1348) has been filed by Chem-
agro Corporation, P.O. Box 4913, Kansas
City 20, Missouri, proposing the issuance
of a regulation to provide for the safe
use of coumaphos (0,0-diethyl-O-3-
chloro -4 -methyl-2-0x0-2H~1-benzo-
pyran-7-yl phosphorothioate) in the
daily ration of catfle, swine, and chickens
ft;r control of larvae of fecal breeding
flies.

Dated: Apgust 10, 1964.

- MaLncoLM R. STEPHENS,
Asszstant Commissioner
for Regulations.

[F.R. Doc 64-8226; Filed, Aug. 13, 1964;
8:47 a.m]

[Docket No. ¥FDC-D-85; NDA No, 8170]
E. FOUGERA & CO.

Efocaine; Notice of Withdrawal of
Approval of New-Drug Application

E. Fougera & Company, Hicksville,
N.Y., the applicant for and the holder of
new-drug application No. 8170 applying
to Efocaine, a local anesthetic, having
requested the withdrawal of the ap-
proval of said application, and thereby
having waived notice of hearing as pro-
vided by section 505(e) of the Federal
Food, Drug, and Cosmetic Act, prior to
such withdrawal;

The Commissioner of Food and Drugs,
by virtue of the authority vested in the
Secretary of Health, Education, and Wel-
fare by the provisions of the Federal
Food, Drug, and Cosmetic Act (sec. 505
(e), 52 Stat. 1053; 21 U.S.C. 355(e)) and
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delegated to the Commissioner by the
Secretary (21 CFR 2.90; 29 FP.R. 471)
finds that, on the basis of new informa-
tion evaluated together with the evi-
dence available when the application
was approved, the drug Efocaine, having
been reported to have caused such ad-
verse reactions as severe tissue slough
and transverse myelitis is not shown to
be safe for use under the conditions for

use upon the basis of which the applica-.

tion was approved.

‘Wherefore, on the foregoing finding
of fact and the request of the applicant,
the approval of new-drug application
No. 8170 applying to Efocaine is with-
drawn, effective on the date of signature
of this document

Dated: August ', 1964.

JOEN L. HARVEY,
Deputy Commissioner
of Food and Drugs.

[FR. Doc. 64-8227; Filed, Aug. 13, 1964;
8:48 am.]

UPSON CO.

Filing of Petition Regarding Food Ad- "

ditive Triethylene Glycol Adipic
Acid Monoester

Pursuant to the provisions of the
Federal Food, Drug, and Cosmetic Act
(sec. 409(b) (5), T2 Stat. 1786; 21 U.S.C.
348(b) (5)), notice is given that a
petition (FAP 1255) has been filed by
The Upson Company, Lockport, N.Y.,
proposirg the issuance of a regulation
to provide for the safe use of triethylene
glycol adipic acid monoester for the pur-
pose of curl control, at a level not to
exceed 2 percent by weight of coated or
uncoated paper and paperboard.

Dated: August 10, 1964.

MarcoLMm R. STEPHENS,
Assistant Commissioner
for Regulations.

[FR. Doc. 64-8228; Filed, Aug. 13, 1964;
8:48 am.]

ATOMIG ENERGY COMMISSION

[Docket No. 50-1]
IIT RESEARCH INSTITUTE

Issuance of Facility License
Amendment

Please take notice that the Atomic
Energy Commission has issued, effective
as of the date of issuance, Amendment
No. 6. set forth below, to Facility License
No. R-3, as amended. The license au-
thorizes the licensee to operate its homo-
geneous solution type nuclear reactor,
located in Chicago, Illinois. ‘The amend-
ment changes the name of the licensee to
IIT Research Institute from Armour Re-
search Foundation of Illinois Institute of
"Technology and is merely a name change
without any other change in the corpo-
rate operation or structure, as described

FEDERAL REGISTER

in the licensee’s submittals dated May 7,
1963, August 13, 1963, and TWX dated
July 17, 1964,

The Commission has found that:

(1) The appHeation for amendment
complies with the requirements of the
Atomic Energy Act of 1954, as amended,
and the Commission’s regulations set
forth in Title 10, Chapter 1, CFR;

(2) Possession and use of the reactor
in accordance with the license as amend-
ed will not present undue hazard to the
health and safety of the public and will
not be inimical to the common defense
and security.

(3) Prior public notice of proposed
issuance of this amendment is not re-
quired since the amendment does not
involve significant hazard considerations
different from those previously evaluated.

‘Within fifteen (15) days from the date
of publication of this notice in the Fep-
ERAL REGISTER, the licensee may file a
request for a hearing, and any person
whose interest may be affected by this
proceeding may file a petition for leave
to intervene. Requests for a hearing
and petitions to intervene shall he filed
in accordance with the provisions of the
Commission’s regulation (10 CFR Part
2). If a request for a hearing or a peti-
tion for leave to intervene is filed within
the time prescribed in this notice, the
Commission will issue a notice of hearing
or an appropriate order.

For further details with respect to this
amendment, see the licensee’s submittals
dated May 7, 1963, August 13, 1963, and
TWX .dated July 17, 1964, all of which
are available for public inspection at the
Commission’s Public Document Room,
1717 H Street NW., Washington, D.C.

Dated at Bethesda, Md., this 3d day of
August 1964.

For the Atomic Energy Commission.

SaUL LEVINE,
C'iuef, Test and Power Reactor
Safety Branch, Division of
Reactor Licensing.

_ [License No. R-3, as amended, Amdt. 6]

License No. R~3, as amended, issued to
Armour “Research Foundation of Ilinois
Institute of Technology, is hereby amended
in the following respects:

In addition to the activities previously
authorized by the Commission in License
No. R-3, as amended, the license is fur-
ther amended to change the name of the
licensee to “IIT Research Institute” from
“Armour Research Foundation of Illinois
Institute of Technology” as described in
the applications for license amendment
dated May 7, 1963, August 13, 1963, and
TWX dated July 17, 1964.

This amendment Is effective as of the
date of issuance.

Date of issuance: August 3, 1964,

For the Atomic Energy Commission.

SaUL LEVINE,
C‘hzef, Test and Power Reactor Safety
Branch, Division of Reactor
Licensing. .

[FR. Doc. 64-8209; Filed, Aug. 13, 1964;
8:46 am.] i
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FEDERAL COMMUNICATIONS
COMMISSION

[List 63; FCC 64-783]

STANDARD BROADCAST APPLICA-
TION READY AND AVAILABLE FOR
PROCESSING

’ AvucusT 10, 1964.

The application listed below is mufu-
ally exclusive with the application, File
No. BR-3228, of the licensee of Station
‘WBYVL, Barbourville, Kentucky, for re-
newal of license, in that it requests the
same channel as that presently assigned
to WBVL:

NEW, Barbourville, Xy.
Barbourville-Community Broadcasting Co.
Req: 950 ke, 1 kw, Day.

Accordingly, notice is hereby given that
the above application is accepted for fil-
ing and that on September 16, 1964 the
application will be considered as ready
and available for processing, and pur-
suant to § 1.227(b) (1) and § 1.591(b) of
the Commission’s rules, an application,
in order to be considered with this ap-
plication, or with any ofher application
on file by the close of business on Sep-
tember 15, 1964, which involves a con-
flict necessitating a hearing with this
application, must be substantially com-
plete and tendered for filing at the offices
of the Commission in Washington, D.C,,
by whichever date is earlier: (a) Of the
close of business on September 15, 1964;
or (b) the earlier effective cutoff date
which this application or any other con-
flicting application may have by virtue
of conflicts necessitating a hearing with
applications appearing on previous lists.

The Commission hereby waives the
provisions of the note to § 1.571 of the
Commission’s rules, adopted July 1, 1964,
to the extent necessary to permit the ac-
ceptance of other applications seeking
essentially the same facilities.

The attention of any party in interest
desiring to file pleadings concerning the
above application pursuant to section
309(d) (1) of the Communications Act
of 1934, as amended, is directed to § 1.580
(1) of the Commission’s rules for the
provisions governing the time of filing
and other requirements relating to such
pleadings.

Adopted: August 7, 1964.
FEDERAL COMMUNICATIONS

COMMISSION,
[sear]  BEN F. WAPLE, *
Secretary.
[FR. Doc. 64-8231; Filed, Aug. 13, 1964;
8:49 a.m.]

FEDERAL MARITIME GOMMISSION

FEDERAL NEW ZEALAND LINES ET AL.

Notice of Agreements Filed for
Approval
Notice is hereby given that the follow~

ing agreements have been filed with the
Commission for approval pursuant to
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section 15 of the Shipping .Act 1916, as
amended (39 Stat. 733, 75 Stat. 763, 46
U.S.C.814).

Tnterested parties may inspect and ob-
tain a copy of the agreement(s) at the
Washington office of the Federal Mari-
time Commission, 1321 H Street NW.;
Room 301; or may inspect agreements at
the offices of the District Managers, New
York, N.Y., New Orleans, La., and San
Francisco, Calif. Comments with refer-
ence to an agreement including a request
for hearing, if desired, may be submitted
to the Secretary, Federal Maritime Com-
mission, Washington, D.C., 20573, within
20 days after publication of this notice
in the FEDERAL REGISTER. A copy of any
such statement should also be forwarded
to the party filing the agreement (as in-
dicated hereinafter),and the comments
should indicate that this has been done.

Federal New Zealand Lines, Shaw
Savill & Albion Co., Litd., Port and Asso-
ciated Lines, Blue Star Tine Litd.

Notice of agreement filed for approval
by:

Kirlin, Campbell & Keating,
120 Broadway,
New York 5, N.Y.

Agreement No. 8535-3 between Federal
New Zealand Lines, Shaw Savill & Albion
Co., Litd., Port and Associated Lines, and
Blue Star Line Litd., amends Article 1 of
Agreement No. 8535 by expanding the
range of ports served under the agree-
ment to include ports in the Pacific Is-
lands and all ports of the United States
(excluding Pacific Coast ports and Ha~
waii), Puerto Rico, Virgin Islands, Pan~
ama Canal and inland points of the
‘Dnited States. Article 1 of the original
Agreement No. 8535 provides service only
from ports in the Dominion of New Zea-

land to ports on the East Coast.of the

Dnited States, and ports in the Gulf of
Mexico and the Panama Canal Zone,

Dated: August 10, 1964.
By order of the Yederal Maritime
Commission,
THOMAS LIST,
Secretary.

IFR. Doc. 64-8201; Filed, Aug. 13, 1964;
8:46 am.] '

[Independent Ocean Freight Forwarder
. License No. 98]

ATLAS SHIPPING CO. AND THOMAS
| MOTTOLA

Revocation of License

.Whereas, stubject licensee has advised
the Commission-that he does not intend
to carry on the business of an independ-
ent ocean freight forwarder:

It is ordered, That independent ocean
freight forwarder license No. 98 is hereby
revoked, effective this date.

It is further ordered, That subject li-
censee return license No. 98 to the Com-~
mission for revocation.

It is further ordered, That this revoca-

tion is without prejudice to the reappli-

cation for a license by Atlas Shipping
Company, Thomas Mottola, d/b/a.
By order of the Commission.

[sEAL] TaoMAS LIsY,
Secretary.
[FR. Doc. 64-8202; Filed, Aug. 13, 1964;
8:46 am.]

NOTICES

UNITED STATES GREAT LAKES SCAN-
" DINAVIAN AND BALTIC EAST-
~ BOUND CONFERENCE

Notice of Agreements Filed for
. Approval

‘Notice is hereby given that the follow-
ing agreements have been filed - with the
Commission for approval pursuant to
section 15 of the Shipping Act, 1916, as
amended (39 Stat. 733, 75 Stat. 763, 46
U.S.C.814).

Interested parties may inspect and ob-
tain a copy of the agreement(s) at the
Washington office of the Federal Mari-

_ time Commission, 1321 H Street NW.,
Room 301; or may inspect agreements at
the offices of the District Managers, New
York, N.Y., New Orleans, La., and San
Francisco, Calif. Comments with refer-
ence to an agreement including a request
for hearing, if desired, may be submitied
to the Secretary, Federal Maritime Com-
mission, Washington, D.C., 20573, within
20 days after publication of this notice in:
the FEDERAL REGISTER. A -copy of any

such statement should also be forwarded -

to the party filing the agreement (as

irdicated hereinafter), and the com-

ments should indicate that this has been

done. i

b Wotice of agreement filed for approval
y:

Mr. R. P. DeGroote, Manager-Secretary,

U.S. Great Lakes Scandinavian. and Baltic
Eastbound Conference,

108 North State Street,

Chicago, IlI. -

Agreement 8180-2 between member
lines of the U.S. Great Lakes Scandina~
vian and Baltic Eastbound Conference,
modifies the basic agreement (8180, as
amended) to provide for the inclusion of
procedures relating to Admission, With-
drawal and Expulsion pursuant to Gen-
eral Order 9 (46 CFR Part 523). Agree-
ment 8180-2 also relates to the applica-
tion of uniform rates for the {ransporta-
tion of cargo in the trade in accordance
with the terms and conditions set forth
in the agreement. ’

Dated! August 10, 1964. -
_ By~ order of the Federal Maritime
Commission, .
TgomAs Lisr,
Secretary.

[FR. Doc, 64-8203; Filed, Aug, 13, 1964;
8:46 am.] .

[Docket No, 1187]

REDUCED . RATES - ON MACHINERY
AND TRACTORS FROM U.S. ATLAN-
TIC PORTS TO PORTS IN PUERTO
RICO ‘

Suspension of Further Reduced Rates
on Subject Commodities Filed by
Sea-Land Service, Inc.; Amended
Third Supplementfal Order

The first ordering paragraph on page 2
of Third Supplemental Order in this pro-
ceeding served August 3, 1964, is hereby
amended to read as follows:

Now therefore it is ordered, That the
rates of 41 cents per cubic foot and 125
cents per hundred pounds published on
Original Page 22-A and 12th Revised

N

Page No. 22 (as brought forward on 13th
Revised Page No. 22) of Sea-Land Serv-
ice Inc., Puerto Rican Division, Freight
Tariff No. 6, FMC-F No. 2 be, and they
are hereby suspended and that the use
thereof be deferred to and including
November 20, 1964, unless otherwise au-
thorized by the Commission, and that the
rates, fares, charges, rules, regulations,
and/or practices heretofore in effect, and
which were to be changed by the sus-
pended matter shall remain in effect dur-
ing the period -of suspension; ’

The changed matter is shown in the
parenthetical portion of the above para-
graph; the said -order remains un-
changed in 211 other respects.

By the Commission.

[sEaLnl TaOMAS LisT,
Secretary.
[FR. Doc. 64-8207; Filed, Aug. 13, 1964;
) 8:46 am.]

[Docket No. 1187]

REDUCED RATES ON MACHINERY
AND TRACTORS FROM U.S. ATLAN-
TIC PORTS TO PORTS IN PUERTO
RICO

Suspension of Further Reduced Rates
on Subject Commodities Filed by
TMT Trailer Ferry, Inc.; Fourth Sup-
plemental Order

. ¥t appearing, that by order dated May
26, 1964, as supplemented by order dated
June 24, 1964, the Commission entered
into an investigation of reduced rates on
the subject commodities filed by carriers
named .as respondents therein;

It further appearing, that by the First
Supplemental Order in this proceeding,
the Commission placed all future
changes affecting the transportation of
the subject commodities under investiga-
tion herein;

I further appearing, that on June 29
and 30, 1964, respondent TMT Trailer
Ferry, JIne. (C. Gordon Anderson,
trustee) (TMT).filed amendments to its
tariff scheduled to become effective Au-
gust 6, 1964, which would reduce further
the rates currently under investigation;

It further appearing, that the Com-
mission is of the opinion that these fur-
ther rate reductions filed by TMT, if
permitted to become effective on August
6, 1964, may have a damaging effect upon
the competitive status of all carriers in
the trade with possible detrimental ef-
fect on shipper interests;

Tt further appearing, that the effective
date of the said reduced rates should be
suspended pending g public hearing and
investigation to determine whether they
are unjust, unreasonable, or otherwise
unlawful under the Shipping Act, 1916,
or the Intercoastal Shipping Act, 1933:

Now therefore it is ordered, 'That the
rates of 37 cents per cubic foot and 120
éents per hundred pounds published on
PFirst Revised Pages Nos. 101 and 105 of
TMT Trailer Ferry, Inc. (C. Gordon An-
derson, Trustee) Freight Tariff No. 4,
FMC-F No. 5 and the application of the
symbols “a” and “b” on said pages be,
and they are hereby suspended and that
the use thereof be deferred to and in~
cluding December 5, 1964, unless other-
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wise authorized by the Commission, and
that the rates, fares, charges, rules, regu-
lations, and/or practices heretofore in
effect, and which were to be changed by
the suspended matter shall remain in
effect during the period of suspension:

It is further ordered, That no change
shall be made in the matter hereby sus-
pended nor the matter which is continued
in effect as a result of such suspension
until the period of suspension or any ex-
tension thereof has expired, or until this
investigation and suspension proceeding
has been disposed of, whichever first oc-
curs unless oftherwise authorized by the
Commission:

It is further ordered, That there shall
be filed immediately with the Commis-
sion by TMT, a consecutively numbered
supplement to the aforesaid tariff, which
supplement shall bear no effective date,
shall reproduce the portion of this order
wherein the suspended matter is de-
scribed, and shall state that the aforesaid
rates are suspended and may not be used
until the 6th day of December 1964, un-
less otherwise authorized by the Com-
mission; and that the rates and charges
heretofore in effect, and which were to
be changed by the suspended matter shall
remain in effect during the period of sus-
pension, and neither the maftter sus-
pended, nor the matter which is con-
tinued in effect as a result of such sus-
pension, may be changed- until the pe-
riod of suspension has expired or until
this investigation and suspension pro-
ceeding has been disposed of, whichever
first oceurs, unless otherwise authorized
by the-Commission:

It is further ordered, That copies of
this order shall be filed with the said
tariff schedule in the Bureau of Domestic
Regulation of the Federal Maritime
Commission:

It is further ordered, That (I) a copy
of this order shall forthwith be served
all respondents, protestants and inter-
veners herein; (II) the said respondents,
protestants and interveners be notified
of the time and place of the hearing
herein ordered; and (II1) this order and
notice of the said hearing be published
in the FEDERAL REGISTER.

All persons (including individuals, cor-
porations, associations, firms, partner-
ships, and public bodies) having an in-
terest in this proceeding and desiring to
intervene therein, should notify the Sec-
retary of the Commission promptly and
file petitions for leave to intervene in
?ggcggapce with Rule 5(n) (46 CFR

Dated: August 4, 1964.
By the Commission.

[sEAL] THOMAS List,
Secretary.
[FR. Doc. 64-8208; Filed, Aug. 13, 1964;
8:46 am.] -
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[Docket No. G-2658 ete.]
HURLEY OIL & GAS CO. ET AL.
Findings and Order

AvcusT 7, 1964,

Findings and ‘order after statutory
hearing issuing certificates of public con-

FEDERAL REGISTER

venience and necessity, amending cer-
tificates, permitting and approving aban-
donment of service, terminating certifi~
cates, substituting parties, accepting and
redesignating related rate schedules,
substituting respondents, making suc-
cessors in interest co-respondents, re-
designating proceedings and requiring
filings of agreements and undertakings.

Hurley Oil & Gas Company (Operator),

ef, al. (suecessor to Bayview Oil Corpora-
tion (Operator), et al.) and other appli-
cants listed herein.
- Each of the Applicants listed herein
has filed an gpplication pursuant to. sec-
tion 7 of the Natural Gas Act for a cer-
tificate of public convenience and neces-
sity authorizing the sale and delivery of
natural gas in interstate commerce, for
permission and approval to abandon
service, or a petition to amend an exist-
ing certificate authorization, all as more
fully described in the respective applica~
tions and petitions (and any supplements
or amendments thereto) which are on
file with the Commission.

The Applicants herein have filed re-
lated FPC Gas Rate Schedules and pro-
pose to initiate or abandon, add or delete
natural gas service in interstate com-
merce as indicated by the tabulation
herein. All sales certificated herein are
either equal to or below the ceiling prices
established by the Commission’s State-
ment of Policy 61-~1, as amended, or in-
volve sdles for which permanent certifi-
cates have been previously issued.

Forest Oil Corporation (Operator),
et al., Applicant in Docket No. G-18758,
proposes to continue the sale of natural
gas authorized in said docket as suc-
cessor in interest to W. L. Moody, IIT,
d/b/a Properties (Operator), et al., pur-
suant to a contract heretofore designated
as Moody’s FPC Gas Rate Schedule No.
1. Moody filed a change in rate under
said rate schedule which change was sus-
pended in Docket No. RI64-406 and has
not been made effective. Accordingly,
¥orest will be substituted in lieu of
Moody as respondent in Docket No. RI64~
406, and the proceeding will be redesig-
nated.

MWJ Producing Company, Applicant
in Docket Nos. G-15116, G-17633, G-
17903, G-18491 and G-19802, proposes to
continue the sales of natural gas which
it has heretofore been authorized to make
in said dockefs as operator and co-owner
of the producing properties. MWJ has
disposed of its leasehold interests in said
properties but will continue to act as
operator. Therefore, the related con-
tracts have been redesignated from MWJ
Producing Company (Operator), et al.,
FPC Gas Rate Schedule Nos. 1-5 to MWJ
Producing Company (Operator), agent,
FPC Gas_Rate Schedule Nos. 1-5, re-
spectively. The presently effective rates
under said rate schedules are in effect
subject to refund in Docket No. RI61-370.
Proposed increased rates have also been
collected subject to refund in Docket No.
RI60-88* for a prior locked-in period
of time under new rate schedules. MWJ
requests that the pending proceedings
in Docket Nos. RI60-88 and RI61-370
be appropriately redesignated.

t;fdnsolidated with Docket No. AR61-1,
etal,
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Hurley Oil and Gas Company (Opera-
tor), et al., Applicant in Docket Nos. G-
2658 and G-8542, proposes to continue the
sales of matural gas authorized in said
dockets as successor in interest to
Bayview Oil Corporation (Operator), et
al, pursuant to contracts heretofore
designated as Bayview’s FPC Gas Rate
Schedule Nos. 7 and 6, respectively. The
presently effective rates under said rate
schedules are in effect subject to refund
in Docket Nos. RI64-201 and RI62-318,
respectively. Hurley has filed 2 motion
requesting to be made co-respondent
with Bayview in the proceedings pending
in Docket Nos. RI62-318 and RI64-201.
Sald motion will be granted, and Burley
will be required to file agreements and
undertakings in said proceedings to as-
sure -refunds of any amounts collected
on and after April 1, 1964, the date on
which Hurley replaced Bayview as oper-
ator of the producing properties, in ex-
cess of the amounts determined to bhe
just and reasonable in said proceedings.

Sohio Petroleumm Company, Applicant
in Docket Nos. CI62-535, C162-675, C162—
813, C162-850, CI62-833,7 CI62-1022 and
CI63-395, proposes to continue the sales
of natural gas authorized in said dockets
as successor in interest to M. D. Abel, et
al., d/b/a Abel & Bancroft. Each of the
subject sales is being made pursuant to a
contract heretofore designated as an FPC
Gas Rate Schedule of Abel & Bancroft,
and the presently effective rate being col~
Jected under each rate schedule is in
effect subject to refund, all as follows:

Abel &
. Baneroft |Ratesuspension
Certificate docket No. | FPO gas proceeding
rate docket No,
schedule
12 | RIGL-665
2 -16477,
4 | G-1€477.
5 | G-16477,
7| G-16477.
8 | RI163-410,
13 | RI63-410.

Sohio has filed in Docket Nos. G-16477,2
RI63-410* and RI64-665 ° motions to he
made co-respondent in said proceedings.
By order issued June 5, 1964, in Docket
No. G-16471, et al.,, Sohio was made a
co-respondent in said docket with re-
spect to the sale authorized to be made
in Docket No. CI62-600 pursuant to a
contract theretofore designated as Abel
& Bancroft’s FPC Gas Rate Schedule No.
1 and therein redesignated as Sohio’s
FPC Gas Rate Schedule No. 91. Accord-
ingly, Sohio will be made a co-respond-
ent in the proceedings pending in Docket
Nos. R163—410 and RI64-665; the pro-
ceedings will be redesignated; and Sohio
will be required to file agreements and
undertakings to assure refunds of any
amounts collected on or after January
1, 1964, the date on which Sohio ac-
quired the producing properties, in ex-

2 A temporary certificate only has been Is-
sued in Docket No, CI62-883 to M. D. Abel, et
al, d/b/a Abel & Bancroft (Operator), et al.

2Abel & Bancroft (Operator), et al,, and
Sohio Petroleum Company (Operator), et al.

¢M. D. Abel, et al,, d/b/a Abel & Bancroft
(Operator), et al, and Sohio Petroleum
Company (Operator), et al.

EM. D. Abel, et al.,, d/b/a Abel & Bancroft

and Sohio Petrcleum Company.
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cess of the amounis determined to be
Just and reasonable in said proceedings.
Sohio’s participation in the proceeding
pending in Docket No. G-164'17* will be
enlarged to include sales made pursuant

to the contracts heretofore designated as-

Abel & Bancroft’s FPC Gas Rate Schedule
Nos. 2, 4, 5, and 7, and the agreement
and undertaking filed in said proceed-
ing will likewise be construed to cover
sales under said rate schedules.

After due notice, no petition or notice
to intervene or protest to the granting
of any of the respective applications or
petitions has been filed.

At a hearing held on July 30, 1964,
the Commission on its own motion re-
ceived and made a part of the record
in these proceedings all evidence, includ-
ing the applications, amendments and
exhibits thereto, submitted in support
- of the respective authorizations sought

herein, and upon consideration of the
record, .

‘The Commission finds:

(1) Each Applicant herein is a “nat-
ural-gas company” within the meaning
of the Natural Gas Act as heretofore
found by the Commission or will be
engaged in the sale of natural gas in
interstate commerce for resale for ulti-
mate public consumption, subject to the
jurisdiction of the Commission, and will,
therefore, be a “natural-gas company”
within the meaning of said Act upon the
commencement of the service under the
respective authorizations granted herein~
aft'er. I'4 ) :

(2) The sales of natural gas hereinbe-
fore described, as more fully described in
the respective applications, amendments
and/or supplements herein, will be made
in interstate commerce, subject to the
jurisdiction of the Commission, and such
sales by the respective applicants, to-
gether with the construction and opera-
tion of any facilities subject to the juris-
diction of the Commission necessary
therefor, are subject to the requirements
of subsections (¢) and (e) of- sectlon
7 of the Natural Gas Act.

(3) The sales of natural gas by the
respective Applicants, together with the

construction and operation of any facili-

ties subject to the jurisdiction of the
Commission necessary therefor, are re-
quired by the public convenience and
necessity and certificates therefor should
be issued as hereinafter ordered and
conditioned.

(4) The respective Applicants are able
and willing properly to do the acts and
to perform the services proposed and-to
conform to the provisions of the Nat-

" ural Gas Act and the requirements, rules
and regulations of the Commission
thereunder.

(5) It is necessary and appropriate in
carrying out the provisions of the Nat-
ural Gas Act and the public convenience
and necessity require that the certificate
authorizations heretofore issued by the
Commission in Docket Nos. G-2658,
G-7079, G-8542, G-11570, G-13095,
G-15116, G-17633, G~17903, G-18491,
G-18758, G-19802, CI61-7, CI61-691,
CI62-535, CI162-675, C162-813, CI62-850,
CI62-1022, C163-223, CI163-234, C163-395,

1Supra.

- abandonments
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CI63-462 and CI63-603 should be amend-
ed as hereinaffer ordered.

(6) The sales of natural gas proposed
to be abandoned by the respective Ap-
plicants, as hereinbefore described, all
2s more fully described in the tabulation
herein and in the respective applications,
are subject to the requirements of sub-
section (b) of section 7 of the Natural
Gas Act, and such abandonments should
be permitted and approved as hereinafter
ordered.

(7) 1t is necessary and appropriate in
carrying out the provisions of the Natu-
ral Gas Act that the certificates of public
convenience and necessity heretofore
issued in Docket Nos, G-11570, CI61-351,
CI161-353, CI61-366 and CI61-383 to Ap-
plicants herein, relating to the several
hereinafter permitted
and approved, should be terminated.

(8) It is necessary and appropriate

in carrying out the provisions of the-

Natural Gas Act that the authorization
to sell natural gas from additional acre-
age and the certificate hereinafter issued
in Docket Nos. CI63-462 and Cl64-1447,
respectively, should be conditioned as
were the certificates issued by the order
2,cgompanying Opinion No. 353 (27 FPC
49) .

(9) It is necessary and appropriate in
carrying out the provisions of the Natu-
ral Gas Act that the certificate of public
convenience and - necessity heretofore
issued in Docket No, G-19057 should be
terminated because the successor in in-
terest is authorized to continue service in
Docket No. CI64-1212.

(10) It is necessary and appropriate
in carrying out the provisions of the
Natural Gas Act that the certificate of

public convenience and necessity here--

inafter issued in Docket No CI64-1498
should be conditioned upon the filing by

Applicant of an appropriate rate sched--

ule pursuant to § 154.92 of the. Regula-
tions under the Natural Gas Act.

(11) The Applicant for a certificate
of public convenience and necessity in
the proceeding pending in Docket No.
C162-833 should be changéd from M. D.
Abel, et al., d.b.a. Abel & Bancroft (Oper-
ator), et al., to that of its successor in
interest, Sohio Pefroleum Company
(Operator), et al.

(12) It is necessary and appropriate
in carrying out the provisions of the
Natural Gas Act that the related rate
schedules and supplements should be
designated and -accepted for filing as
hereinafter ordered. .

(13) It is necessary and appropriate
in carrying out the -provisions of the
Natural Gas.Act that the proceedings
pending in Docket Nos. RI60-88 and
RI61-370 should be redesignated from

MWJ Producing Company (Operator),
et al,, to MWJ Producing Company (Op- _

erator), agent and that the trust agree-
ment and the agreement and undertak-
ing, respectively, filed in said proceedings
should remain in full force and effect as
though filed by MWJ Producing Com-~

pany as operator and agent and not as -

operator and co-owner.

(14) It is necessary and appropriate
in carrying out the provisions of the
Natural Gas Act that Forest Oil Corpo-
ration (Operator), et al., should be sub-

stituted in lieu of W. L. Moody III, et al.,
d.b.a. Moody Properties (Operator) et
al, as respondent in the proceeding
pending in Docket No. RI64-406 and that
said proceeding should be redesignated
accordingly.-

(15) It is necessary and appropriate
in carrying out the provisions of the
Natural Gas Act that Hurley Oil and Gas
Company (Operator), et al., should be
made corespondent with Bayview Oil
Corporation (Operator), et al.,, in the
proceedings pending in Docket Nos. RI62-
318 and RI64-201; that said proceedings
should be redesignated accordingly; and
that Hurley should be required to file
agreements and undertakings to assure
refunds of any amounts collected on and
after April 1, 1964, in excess .of the
amounts determined to be just and
reasonable in said proceedings.

(16) It is necessary and appropriate
in carrying out the provisions of the
Natural Gas Act that Sohio Petroleum
Company should be made a corespond-
ent in the proceedings pending in Docket
Nos. RI63-410 and R164-665 that said
proceedings should be redes1gnated ac-
cordingly, and that Sohio should be re-
quired to file agreements and undertak-
ings to assure refunds of any amounts

‘collected on or after January 1, 1964, in

excess of the amounts determined to be
just and reasonable in said proceedings.

(17) The participation of Sohio Petro-
leum Company as corespondent in the
proceeding pending in Docket No. G-
16477 should be enlarged to include sales
made pursuant to contracts herein re-
designated as Sohio’s FPC Gas Rate
Schedule Nos. 94 through 97, and the
agreement and underteking  heretofore
filed by Sohio in said proceeding should
be construed to cover sales under said
rate schedules as of January 1, 1964.

The Commission orders:

(A) Certificates of public convenience
and necessity be and the same are hereby
issued, upon the terms and conditions of
this order, authorizing the sales by the
respective Applicants herein of natural
gas in interstate commerce for resale,
together with the construction and oper-
ation of any facilities subject to the juris-
diction of the Commission necessary for
such sales, all as hereinbefore described
and as more. fully described in the re-
spective applications, amendments, sup-
plements and exhibits in this consoli-
dated proceeding.

(B) The certificates granted in par-
agraph (A) above are not transferable
and shall be effective only so long as
Applicants continue the acts or opera- -
tions hereby authorized in accordance
with the provisions of the Natural Gas
Act and the applicable rules, regulations
and orders of the Commission.

(C) The grant of the certificates issued
in paragraph (A) akove shall not be con-
strued as a waiver of the requirements
of section 4 of the Natural Gas .Act or
of Part 154 or Part 157 of the Commis-
sion’s Regulations thereunder, and is
without prejudice to any findings or
orders which have been or may here-
after be made by the Commission in any
proceeding now pending or hereafter
instituted by or against the respective
Applicants. Further, our action in this
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proceeding shall not foreclose nor prej-
udice any future proceedings or objec-
tions relating to the operation of any
price or related provisions in the gas
purchase contracts herein involved. Nor
-shall the grant of the certificates afore-
said for service to the particular cus-
tomers involved imply approval of all of
the terms of the respective contracts,
particularly as to the cessation of service
upon termination of said contracts, as
provided by section 7(b) of the Nafural
Gas Act. Nor shall the grant of the
certificates aforesaid be construed to pre-

- eclude the imposition of any sanctions

pursuant to the provisions of the Nat-
ural Gas Act for the unauthorized
commencement of any sales of natural
gas subject to said certificates.

(D) The orders issuing certificates in
Docket Nos.  G-11570, CI61-691 and
CI63-234 be and the same are hereby
amended by deleting therefrom authori-
zation to sell natural gas, and in all other
respects_said orders shall rema,m in full
force and effect.

(E) The orders issuing certificates in
Docket Nos. CI63-462 and CI63-603 be
and the same are hereby amended by
adding thereto authorization to sell nat-
ural gas from additional acreage, and in
all other respects said orders shall re-
main in full force and effect.

(F) The authorization to sell natural
gas from additional acreage and the cer-
tificate issued in Docket Nos. CI63-462
and CI64-1447, respectively, be and the
same are hereby conditioned as follows:

(a) The initial prices shall not exceed
15.0 cents per Mecf at 14.65 psia in Docket

- No. CI63—462 and 17.0 cents per Mcf at
14.65 psia in Docket No. CI64-1447 in-
cluding tax reimbursement plus B.t.u.
adjustment;

(b) In the event that the Commission
amends its Policy Statement No. 61-1
by adjusting the boundary between the
Panhandle area and the “Other” Okla-
homa area so as to increase the initial
wellhead price for new gas in the areas
of the sales involved herein, Applicants
may thereupon substitute the new rates
reflecting the amounts of such increases,
and thereafter collect such new ratfes
prospectively in lieu of the new rates
herein required; and -

(¢) The allowances for take-or-pay
provisions and the upward B.t.u. adjust-
ment provisions in the related rate
schedules are subject to the ultimate dis-
position with respect to such provisions
in the rule-making proceedings in
Docket Nos. R-199 and R-200; however,
Applicants will not be required to file
take-or-pay provisions for less than 80
percent of the annual contract quan-
tities.

(@) The orders issuing certificates in
Docket Nos, G-7079 and CI61-7 be and
the same are hereby amended by delet-
ing therefrom authorization to sell nat-
ural gas to reflect partial assignments
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of the producing properties to Applcants
herein.

(H) The -certificates heretofore 1is-
sued In the following dockets be and
the same are hereby terminated: G-
19057, 0161-351 0161—353 0161-366 and
CI61-383.

(I) The cert1ﬁcate issued in Docket
No. CI64-1498 be and the same is hereby
conditioned upon the filing by Applicant
of an appropriate rate schedule pursuant
to § 154.92 of the regulations under the
Natural Gas Act.

(J) The Applicant for a certificate in
the proceeding pending in Docket No.
CI62-833 be and the same is hereby
changed from M. D. Abel, et al., d.b.a.
Abel & Bancroft (Operator), et al.,
to Sohio Petfroleum Company (Opera.-
tor), et al. -

(K) The orders issuing certificates in
the following dockets be and the same
are hereby amended by changing the
certificate holder to the suceessor in in-
terest as set forth in the tabulation
herein: G-2658, G-8542, G-13095, G-
15116, G-17633, G-17903, G-18491, G-
18758, G-~19802, CI62-535, CI62-675,
CI162-813, C162-850, CI62-1022, CI63-223
and CI163-395.

(I.) Permission for and approval of
the abandonment of service by the re-
spective Applicants, as hereinbefore de~
scribed and as more fully described in
the respective applications herein, are
hereby granted.

(M) The related rate schedules and
supplements are hereby accepted for
filing subject to the applicable Commis-
sion Regulations under the Natural Gas
Act and are effective and designated as
indicated in the tabulation herein.

(N) The proceedings pending in
Docket Nos. RI60-88 and RI61-370 be
and the same are hereby redesignated
from MWJ Producing Company (Opera-
tor), et al,, to MWJ Producing Company
(Operator), agent; and the trust asree-
-ment and the agreement and undertak-
ing, respectively, filed in said proceed-
ings shall remain in full force and effect
as though filed by MWJ Producing Com-
pany as operator and agent and not as
operator and co-owner.

(O) Forest Oil Corporation (Opera-
tor), et al,, be and it is hereby substi-
tuted in lieu of W.-L., Moody III, et al.,
d.b.a. Moody Properties (Operator) et
al., as respondent in the proceeding pend-
ing in Docket No. RI64-406, and said
proceeding is redesignated accordingly.

(P) Hurley Oil and Gas Company
(Operator), et al., be and it is hereby
made co-respondent with Bayview Oil
Corporation (Operator), et al.,, in the
proceedings pending in Docket Nos.
RI62-318 and RI64-201, and said pro-
ceedings are redesignated accordingly.

(Q) Within 30 days from the issuance
of this order, Hurley Oil and Gas Com-

—pany (Operator), et al,, shall execute in
the form set out below, and shall file with
the Secretary of the Commission, accept-
able agreements and undertakings in
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Docket Nos. R1I62-318 and RI64-201 to
assure refunds of any amounts, together
with interest at the rate of seven percent
per annum, collected on and after April 1,
1964, In excess of the amounts deter-
mined to be just and reasonable in said
proceedings. Unless notified to the
contrary by the. Secretary of the Com-
mission with 30 days from the date of
submission, such agreements and under-
takings shall be deemed to have been
accepted for filing.

(R) Hurley Oil and Gas Company
(Operator), et al., shall comply with the
refunding and reporting procedure re-
quired by the Natural Gas Act and
§ 154.102 of the Regulations thereunder,
and the agreements and undertakings
filed by Hurley in Docket Nos. RI62-318
and RI64-201 shall remain in full force
and effect until discharged by the
Commission. .

(S) Sohio Petroleum Company be and
it is hereby made co-respondent in the
proceedings pending in Docket Nos.
RI63-410 and RI64-665, and said pro-
ceedings are redesignated accordingly.

(T) Within 30 days from the issuance
of this order, Sohio Petroleum Company
shall execute, in the form set out below,
and shall file with the Secretary of the
Commission, acceptable agreements and
undertakings in Docket Nos. RI63-410
and RI64-665 to assure refunds of any
amounts, together with interest at the
rate of seven percent per annum, col-
lected on and after January 1, 1964, in
excess of the amounts determined to be
Jjust and reasonable in said proceedings.
Unless notified to the contrary by the
Secretary of the Commission within 30
days from the date of submission, such
agreements and undertakings shall be
deemed to have been accepted for filing.

(0) Sohio Petroleum Company shall
comply with the refunding and reporting
procedure required by the Natural Gas
Act and §154.102 of the Regulations
thereunder, and Sohio’s agreements and
undertakings filed in Docket Nos. RI63—-
410 and RI64-665 shall remain in full
force and effect until discharged by the
Commission.

(V) The particpation of Sohio Petro-
leum Company as co-respondent in the
proceeding pending in Docket No. G-
16417 be and the same is hereby enlarged
to include sales made pursuant fo con-
tracts herein designated as Sohio’s FPC
Gas Rate Schedule Nos. 94 through 97,
.and the agreement and undertaking
heretofore filed by Sohio in said proceed-
ing shall be tonstrued to cover sales
under said rate schedules as of January
1, 1964.

(W) The abandonment permitted and
approved in Docket No. CI64-1499 shall
not be consfrued fo relieve Applicant

therein of any refund obligation in

Docket No. RI62-349.
By the Commission.

- [sEAL] Joszpn H. GUTRIDE,
Secretary.
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[Docket Nos. RI65-124, ete.]

WUNDERLICH DEVELOPMENT CO,
ET AL. -

Order Providing for Hearings on and
Suspension of Proposed Changes in
Rates ®

Avueust 7, 1964,

‘Wunderlich Development Company
(Operator), et al. (and other Respond-~
ents listed herein).

The Respondents named herein have
filed proposed increased rates and
charges of currently effective rate sched-
ules for sales of natural gas under Com-
mission jurisdiction, as set forth in Ap-
pendix A below.

NOTICES

unduly discriminatory, or preferential,
or otherwise unlawful.

The Commission finds: Tt is in the
public interest and consistent with the
Natural Gas Act that the Commission
enter upon hearings regarding the law-
fulness of the proposed changes, and
that the supplements herein be sus-
bended and their use be deferred as or-
dered below.

The Commission orders-

(A) Under the Natural Gas Act, par-
ticularly sections 4 and 15, the regula-
tions pertaining thereto (18 CFR Ch. I),
and the Commission’s rules of practice
and procedure, public hearings shall be
held concerning the lawfulness of the
proposed changes.

(B) Pending hearings and decisions

date shown in the “Date Suspended Un-
ti1” column, and thereafter until made
effective as prescribed by the Natural
Gas Act.

(C) Until otherwise ordered by the
Commission, neither the suspended sup-
plements, nor the rate schedules sought
to be altered, shall be changed until dis-
position of these proceedings or expira~-
tion of the suspension period.

(D) Notices of intervention or peti-
tions to intervene may be filed with the
Federal Power Commission, Washington,
D.C,, 20426, in accordance with the rules
of practice and procedure (18 CFR 1.8
and4 1.37(f) ) on or before September 23,
1964.

By the Commission:

The proposed changed rates and thereon, the rate supplements herein are [sEAL] JosepHE H. GUTRIDE,
charges may be unjust, unreasonable, suspended and their use deferred until Secretary.
APPENDIX A
Effective Cents per Mcf Rate in
Docket Respondent g | o Purch d prod oo | Mo | wang [Teases bt
a:u esponden sched- le- urchaser and producing area of annua! g- ess | pende ect to
No, o - ule nl:ent r o increase |tendered | sus- until—~ | Ratein | Proposed | refundin
No. No. pended effect increased docket
L. rate Nos,
RI65-124 ] Wunderlich Develop- 1 3 | Otities Service Gas Co. (Kay Gou.ntg $15,000 | 7-13-64 |28-13-64 | 1-13-65 §11.0 343312.0
ment Co. (Operator), Okla.) (Oklahoma ¢¢Other’” Ares .
et al., 208 Patterson
uﬂdmg, Omaha 2, ~
RI65-125._.| _ Neb: . .
Forest Oil Corp. 28 1 | Wunderlich Development Co. (Kay 42| 6-23-64 [69—-64 | 2- 165 6.2 347,2
(Operator), et al County, Okla.) (Oklahoma “Other’”
1300 National Bank Area).
of Commerce
Building, San
;‘mtonio, Tex.,,
# | Forest Oil Corp 29 do. 629 | 6-23-64 [69-1-64 | 2-1-65 6.2 3472
(Operator), et “al,
RI65-126...| Union Texas Petro- 34 3 Wunderlich Development Co, (Dill- 288 | 6-30-64 |69~ 1-64 | 2-1-85 6.2 3472
leum, a division of worth Field, y County, Okla.)
Allied Chemical (Oklahoma “Other” Area).
rP (Operator), -
et al,, P.O. Box
3120, Hesion,
ex. -
RIGS-127... th!ps Petroleum 343 2 | Wunderlich Development Co. (South- 370 | 7-13-64 |99- 1-64 | 2-1-65 6.2 347,2
0., Bartlesville, east Autwine F; 1 ‘Kay County,
. Okla,. 74004.. Okla) (Oklahoma ‘Other” Ares). ‘
Phill.ips Petroleum Co. 335 2 500 | 7-13-64 |69-1-64 | 2~ 1-65 6.2 347,2
RIG5-128... Continental Oil Co, 211 -3 Wunderllch Development Co. (Aut- 17| 7-9-64 |69-1-64| 2- 1-685 6.2 347,2
(Operator), et al,, wine West Lease 850, Kay -
P.0. Box 2197, County, Okla) (Oklahoma “Other™ |
Housbon 1, Tex. Area;
Continental Ot Co. 212 .8 Wunderlich Development Co. (Aut- 15| 7-9-64}09-1-64. 2- 1-65 6.2 347,2
{Operator), et al. wine Field, Ready .
Qounty, (;m (Okfahoma N
er’’ Are:
RI65-129...| Tidewater Oil Co. 8 2 | Wundeslich Development Co. (South- 596 | 7-17-64 |69~ 1-64 | 2~ 1-65 6.2 $47.2
(Operator), et al., west Poncea City Field, Kay Coun-
P.0. Box 1404, ty, Okla.) (Oklahoma “QOther”
H780ulston, Tex. s ed).

3 The stated efiective date is the first day after expiration of the required statutory

notice.
3Periodlc rate increase.

Wunderlich Development Company (Op-
erator), et al. (Wunderlich), request that
its proposed increased rate be made effective
as of August 12, 1964. Good cause has not
been shown for walving the 30-day notice re-
quirement provided In section 4(d) of the
Natural Gas Act to permit an earlier effec-
tive date for Wunderlich’s rate filing and
such -request 1s denied.

The proposed periodic rate increases of-
Forest Oil Company (Operator), et al.,, Un-
ion Texas Petroleum, a division of Allied
Chemical Corporation (Operator), et al., Phil-

lips Petroleum Company, Continental Oil

Company (Operator), et al.,, and Tidewater
Oi1 Company (Operator), et al., are for gas
sold from certain fields in Kay County, Okla-
homa, to Wunderlich, the gatherer and plant
operator, for resale to Cities Service Gas
Company. The contracts of the producers

1Does not consolidate for hearing or dis-
pose of the several matters herein,

-~

4 Pressure base is 14.65 psia. -

& Subject to downward Btu adjustmen
¢ The contractually provided efiective date.

provide for a 1.0 cent per Mecf periodic in-
crease every five years and are geared to
the gatherer’s (Wunderlich) resale contract.
‘The contractual effective date of Wunderlich
is July 28, 1964, the anniversary date of the
completion of the plant. 'The contractual ef-
fective date of the producers is September
1, 1964.

‘Wunderlich, the pla.nt operator’s, proposed
120 cents per Mecf rate increase exceeds
the applicable 11.0 cents ceiling price for
increased rates for the area involved as set
forth in the Commission’s Statement of Gen-
eral Policy No. 61-1, as amended (18 CFR Ch.
I, Part 2, §2.66). The producers’ proposed
rate increases are below the applicable area
ceiling price in the area as set forth in the
Commission’s aforementioned Statement of
General Policy but are suspended because
they relate to the plant operator’s proposed
rate increase,

[FR. Doc. 64-8196; Filed, Aug. 13, 1964;
8:45 a.m.]

[Docket No. RI65-8]
ATLANTIC REFINING CO. -

Order Providing for Hearings on and
Suspension of Proposed Changes in
Rates; Correction

AvGusT 6, 1964.
In the order providing for hearings on
and suspension of proposed changes in
rates, issued July 16, 1964 and published

in the FeEpERAL REGISTER July 25, 1964

(F.R, Doc. 64-7313; 29 F.R.~10404); in

the chart under The Atlantic Refining

Company’s Rate Schedule No. 17, Sup-

plement No. 8, change the field name to

read “South Eunice Field” in lieu of

“Langlie-Mattix”.

GORDON M. GRANT,
Acling Secretary.
[F.R. Doc. 64-8192; Filed, Aug. 13, 1964;
8:45 a.m.]
)
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[Docket No. CP64-228]
NORTHERN NATURAL GAS CO.

Order Permitting Intervention and
Fixing Date of Hearing

AUGUST 7, 1964.

A “Notice of Application” was issued
in Docket No. CP64-228 on July 2, 1964,
and published in the FEpERAL REGISTER
on July 10, 1964* Thereafter petitions
seeking leave to intervene in the above-
entitled proceeding were timely filed on
the dates indicated in the following
tabulation:

Petitioners: Date of Filing
Towa Electric Light and
Power COmmcmceeemeememe July 22, 1964

Iowa Power and Light Co... July 21, 1964
Towa Public Service Co___. July 20, 1964
Michigan Wisconsin Pipe

Line COmm e July 22, 1964
Minneapolis Gas COneee o July 22, 1864
Minnesota Valley Natural

Gas Co. July 22, 1964

The Commission finds: It is desirable
to allow the petitioners to intervene in
this proceeding, in which 2 hearing is
herein scheduled to commence on Sep-
tember 1, 1964, in order that the peti-
tioners may establish the facts and law
from which the nature and validity of
their alleged rights and interests may
be determined and show what further
action may be appropriate under the
circumstances in the administration of
the Natural Gas Act.

The Commission orders:

(A) Pursuant to the authority con-
tained in, and subject to the authority
conferred upon the Federal Power Com-~
mission by the Natural Gas Act, includ-
ing particularly sections 7, 15, and 186,
and the Commission’s rules and regula~
tions under that Act, a public hearing
shall be held commencing September 1,
1964, at 10:00 a.m., e.ds.t., in 2 hearing
room of the Federal Power Commission,
441 G Street NW., Washington, D.C.,
20426, concerning the matters involved
in and the issues presented by Northern
Natural Gas Company’s application in
‘Docket No. CP§4-228.

(B) Northern Natural Gas Company
shall, on or before August 21, 1964, file
with the Commission and serve on all
parties to this proceeding all exhibits

and testimony of all witnesses to be -

sponsored by it in support of its case-in-
chief, and the hearing shall thereafter
be conducted pursuant to §2.62 of the
Commission’s rules of practice and pro-
cedure, as amended by Order No. 280
issued March 31, 1964, in Docket No.
R~240.

(C) The above-named petitioners be
and they are hereby permitted to become
interveners in the above-entitled pro-
ceeding subject to the rules and regu-
lations of the Commission: Provided,
however, That the participation of such
interveners shall be limited to matters
affecting asserted rights and interests as
specifically set forth in said petitions for
leave to intervene: And provided further,
That the admission of such intervenors
shall not be construed as recognition by
the Commission that they or any of

128 F.R. 9471.
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them might be aggrieved because of any
order or orders of the Commission
entered in this proceeding.

By the Commission,

[sEAL] GorpoN M. GRANT,
Acting Secretary.

[FR. Doc. 64-8194; Filed, Aug. 13, 1964;
8:45 am.] .

FEDERAL RESERVE SYSTEM

PROVIDENT TRADESMENS BANK AND
TRUST CoO.

Order Approving Merger of Banks

In the matter of the application of
Provident Tradesmens Bank and Trust
Co. for approval of merger with Second
National Bank of Philadelphia. -

There has come before the Board of

CGovernors, pursuant to the Bank Merger -

Act of 1960 (12 U.S.C. 1828(c)), an ap-
plication by Provident 'Tradesmens Bank
and Trust Co., Philadelphia, Pa., a State
member bank of the Federal Reserve
System, for the Board’s prior approval
of the merger of that bank and Second
National Bank of Philadelphia, Philadel-
phia, Pa., under the charter and title
of Provident Tradesmens Bank and Trust
Co. As an incident to the merger, the
five offices of Second National Bank of
Philadelphia would become branches of
Provident Tradesmens Bank and Trust
Co. Notice of the proposed merger, in
form approved by the Board, has been
published pursuant to said Act.

Upon consideration of all relevant ma-~
terial in the light of the factors set forth
in said Act, including reports furnished
by the Comptroller of the Currency, the
Federal Deposit Insurance Corporation,
and the Department of Justice on the
competitive factors involved in the pro-
posed transaction,

It is hereby ordered, For the reasons
set forth in the Board’s Statement® of
this date, that said application be and
hereby is approved, provided that said
merger shall not be consummated (a)
within seven calendar days after the date
of this order, or (b) later than three
months affer said date.

Dated at Washington, D.C., this 7th
day of August 1964.

By order of the Board of Governors.?

[sEaL] KENNETH A. KENYON,
Assistant Secrefary. -
[FR. Doc. 64-8191; Filed, Aug. 13, 1964;
8:45am.]

1Filed as part of the original document.
Copies available upon request to the Board
of Governors of the Federal Reserve System,
‘Washington, D.C., 20551, or to the Federal
Reserve Bank of Philadelphia. Dissenting
Statement of Governor Mills, and Dissenting
Statement of Governors Robertson and
Mitchell also filed as part of the original
document and available upon request. -

2Voting for this action: Chairman Mar-
tin, and Governors Balderston, Shepardson,
and Daane. Voting against this action:
Giovernors Mills, Robertson, and Mitchell.
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HOUSING AND HOME
FINANGE AGENCY

Public Housing Administration
CERTAIN DESIGNATED OFFICIALS
Delegation of Final Authority

Section II, Delegation of Final Au-
thority, is amended by changing para-
graph E5 to read as follows: .

5. To attest all documents requiring
attestation and certify that copies of
documents, leases, eontracts, and other
papers are identical with the originals:

In the Central Office:

Director of the Office Services Branch

Financing Officers, Legal Division

Secretary to the Director of the Office Serv-
ices Branch

In the Regional Offices:

Secretaries to the Reglonal Attorneys (ex-
cept Fort Worth Reglonal Office)

Financing Assistant, Fort Worth Reglonal
Office

Production Control Assistants

Document Control Clerks

Regional Attorney, Philadelphia Regional
Office

This delegation supersedes the dele-
gation approved December 6, 1963 (28
FR. 13528, 12-13-63),

Effective as of the 3d day of August
1964.

Approved: August 7, 1964.

[sEAL] Marre C. McGUIRE,
Commissioner,

[FR. Doc. 64-8197; Filed, Aug. 13, 1964;
8:45 aam.]

INTERNATIONAL JOINT COMMIS-
SION—UNITED STATES AND
CANADA

VANCEBORO DAM
Public Notice Relating to Construction

- Avugust 6, 1964.

Notice is hereby given that the Inter-
national Joint Commission has received
an application by The St. Croix Paper
Company, a subsidiary of the Georgia-
Pacific Corporation, pursuant to Article
III of the Boundary Waters Treaty, for
approval of the construction, mainte-
nance and operation of a concrete-
gravity type dam and fishway at Vance-
boro, Maine-St. Croix, New Brunswick to
replace the existing squared-timber dam.
The Applicant states that the proposed
structure will not change the existing
water levels on Spednik Lake,

Notice is also given that the Interna-
tional Joint Commissien, pursuant to
its rules of procedure, will conduct a
Public Hearing on this matter at Calais,
Maine, in the National Guard Armory
on 17 September, 1964 beginning at 10:00
a.m., local time.

At this hearing, all interested persons
will-be given opportunity to present their
views regarding the proposed dam. Oral
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statements will be heard, but for accu-

racy of the record all important facts .

and arguments should be submitted in
writing. Written submissions ‘may be
filed with the Secretaries either before or
at the hearing. Fifty copies should be
provided.

Copies of the application and drawings
pertaining to the proposed dam are
available for inspection at the offices of
the Commission in Washington and Ot-
tawa and at the following places:

UNITED STATES
St. Croix Paper Co., Georgla-Pacific Corp.,
Woodland, Maine.
U.S. Customs Office, Vanceboro, Maine.
Office of the Town Manager, Calais, Maine.
Public ILibrary, 1456 Harlow St., Bangor,
Maine,
CANADA
Office of the Town Clerk, St, stephen, New
Brunswick.
Office of the Town Clerk, Milltown, New
Brunswvick.
Publie Library, McAdam, New Brunswick.
St. Stephen-St. Croix Community Library,
St. Stephen, New Brunswick,
‘WiLLiaM A. BULLARD,
Secretary, United States Section,
International Joint Commission.
D, G. CaaNCs,
Secretary, Canadian Section,
International Joint Commission.
[FR. Doc. 64-8213; Filed, Aug. 13, 1964;
8:47 am.]

SMALL BUSINESS ADMINISTRA-
TION

[Delegation of Authority No. 30-X; Amdt. 6]
DALLAS REGIONAL AREA

p]

Delegation of Authonty To Conduct
,Program Activities in Regional Of-
“fices

Pursuant to the authority delegated
to the Regional Director by Delegation
of Authority No. 30 (Revision 8), 28 F.R.
3228, as amended, 7204, 8179; 29 P.R.
4842, 5489, and '7571; Delegation of Au-
thority No. 30-X, 28 F.R. 4934, as amend-~
ed, 8179; 29 F.R. 6454, (Amendments 2,
3, and 4); and 7901, is hereby amended
by:

1. Deleting the text of Ifem IX.5. and
substituting the following in lieu thereof:

I’ t % =

K_ & & %

5. Item I.C. 12—only the authority for
servicing, administration and collection,
Including subitems a., b., and c. .

Effective Date: July 31, 1964.

RoOBERT E, WEST,
Regional Director,
Dallas.

[FR. Doc., 64-8210; Filed, Aug. 13, 1964
8:46 a.m.]

-

-~

[Delegation of Authority No. 30-XII,
Rev. 1; Amdt. 2]

LOS ANGELES REGIONAL AREA
Delegation of Authority To Conduct
Program Activities

I. Pursuant to the authority delegated
to the Regional Director by Delegation of

NOTICES

Authority No. 30 (Revision 8), as amend-
ed, 28 F.R. 3228, 7204, 8179; 29 F.R. 4832,
5489, and 7571; Delegation of Authority
No. 30-X1II, Revision 1, 29 F.R. 9581 and
Amendment 1, dated July 10, 1964, is
hereby amended by adding subitem 11. to
Item LK. to read as follows:

11, Items 1K. 1., 2, 3, 4, 5., 9., and
10. may be redelegated to the Chief, Fi~
nancial Assistance Section in the San
Francisco Branch Office. .

Effective date: July 30, 1964,

Arvin P, MEYERS,
- Regional Director,
Los Angeles Regional Office.

[FR. Doc. 64-8211; Filed, Aug. 13, 1964;
8:47 am.}

INTERSTATE COMMERGE
© GOMMISSION

FOURTH SECTION APPLICATIONS FOR
RELIEF

AveusT 11, 1964.

Protests to tﬁe granting of an appli- -

cation must be prepared in accordance
with Rule 1.40 of the general rules of
practice (49 CFR 1.40) and filed within
15 days from the date of publication of
this notice in the FEDERAL REGISTER.

LONG-AND-SHORT HAUL ’

FSA No. 39183: Cotton from and to
points in southern territory. Filed by
O. W. South, Jr., agent (No. A4550), for
interested rail carriers. Rates on cot-
ton, in carloads, from points in Missis-
sippi Valley territory, to points in south-
ern territory; also between points_in,
southern territory. B .

Grounds for relief: Unregulated mo-_
tor competition.

Tariffs: Supplements 15 and 71 to
Southern Freight Association, agent,
tariffs 1.C.C. S-214 and 1607, respectively.

\F'SA No. 39184: Sugar, beet or cane
to Deerfield, Ill. Filed by Western Trunk
Line Committee, agent (No. A-2367), for
interested rail carriers. Rates on sugar,
beet or cane, in bulk in covered hopper
cars, in carloads, from points in trans-
continental, Montana and western

e territories, to Deerfield, 1il.

Grounds for relief: Market competi-
tion.

Tariffs: Supplement 19 to Western
Trunk Line Committee, agent, tariff
I1C.C. A-4481, and 3 other schedules
named in the application.

~

Marietia, Ohio to Houston, Tex. Filed by
Southwestern Freight Bureau, agent
. (No. B-8581), for interested rail car-
riers. Rates on ferro-alloys, as de-
seribed in the application, in carloads,
from Marietta, Ohio, to Houston, Tex,
Grounds for relief: Truck-barge com-
petition. )
Tariff: Supplement 206 to Southwest-
ern Freight Bureau, agent, tariff 1.C.C.
4397.
FSA
glassware within southwestern territory.
Filed by Southwestern Freight Bureau,
agent (No. B-8587), for inferested rail
carriers. Rates on glassware, loaded in

-lor's 1.C.C. Order No.

FSA "No. 39185: Ferro-Alloys from

No. 39186: T.O.F.C. rates on -
:agent, The Ann Arbor Railroad Co. is un-

or on frailers and transported on rail-
road flatcars, from Jonesboro, Ark., to
points in ILouisiana, Oklahoma, and
'Texas, also Memphis, Tenn.; and from
points in Arkansas, Oklahoma, and
Texas to points in Arkansas and Okla-
homa, also Memphis, Tenn., and
Natchez, Miss.

Grounds for relief: Modified shortline
distance scale and grouping.

Tariff: Supplement 176 to Southwest-

- ern Freight Bureau, agent, tariff 1.C.C.

4353. .
FSA No.39187: Liquid caustic soda to
points in Alabamae and Georgia. Filed

“by Southwestern Freight Bureau, agent

(No. B-8586), for interested rail carriers.
Rates on liquid caustic soda, in tank car-
loads, from points in Louisiang and
Texas, also. Baldwin, Ark., to Fairfax,
Lanett, and Opelika, Ala., also Carters-
ville and Columbus, Ga.

Grounds for relief: Market competi-
tion.

Tariffs: Supplements 47, 145 and 40 to
Southwestern Freight Bureau, agent,
tariffs I.C.C. 4529, 4450 and 4534, respec-
tively.

By the Commission.

[SEAL] " HaroLd D. McCovy,
Secretary.
[FR. Doc. 64—8205 Filed, Aug. 13, 1964;

846 am.}

[Rev, 8.0. 562; Taylor's 1.0.0. Order 174-A]
MISSOURI-ILLINOIS RAILROAD CO.

Rerouting and Diversion of Traffic;
Vacation of Order

Upon further consideration of Tay-
] 174 (Missouri-
IMinois Railroad Co.) and good cause ap-
pearing therefor:
It is ordered, That:
(a) Taylor’s 1.C.C. Order No. 174 be,
and it is hereby vacated and set aside.
(b) Effective date. This order shall
I;ecome effective at 9:00-a.m., July 25,
964
It is further ordered, 'That this order
shall be served upon the Association of
American Railroads, Car Service Divi-
sion, as agent of all railroads subscrib-
ing to the car service and per diem
agreement. under the terms of that
agreement and by filing it with the Di-
rector, Office of the Federal Register.

Issued at Washington, D.C,, July 25,
1964. -
INTERSTATE COMMERCE

CoOMMISSION,
[sEAL] CHARLES ‘W. TAYLOR,
Agent.
[FR. Doc 64-8218; Filed, Aug. 13, 1964;
8:47 am,]

[Rev. 8.0, 562; Taylor’s I.C.C. Order 175]
ANN ARBOR RAILROAD CO.

Rerouting and Diversion of Traffic
In the opinion of Charles W. Taylor,
able to transport traffic routed over its

line because of car ferry out of operation
for repairs.
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Itis ordered, That:

(a) Rerouting traffic: The Ann Arbor
Railroad Company being unable to trans-
port traffic in accordance with shippers’
routing over its line, because of car ferry
out of operation for repairs, is hereby
authorized to ~divert or reroute such
traffic over any available route to ex-
pedite the movement regardless of the
roufing shown on the waybill. The bill-
ing covering all such cars rerouted shall
carry a reference to this order as author--
ity for the rerouting. _

(b) Concurrence of receiving road to
be obtained: The railroad desiring to
divert or reroute traffic under this order
shall confer with the proper transporta-
tion officer of the railroad to which such
traffic is to be diverted or rerouted, and
shall receive the concurrence of such

FEDERAL REGISTER

‘the time each car is rerouted or diverted

and shall furnish to such shipper the new
routing provided under this order.

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

(e) In executing the directions of the
Commission and of such Agent provided
for in this order, the common carriers
involved shall proceed even though no
contracts, agreements, or arrangements
now exist between them with reference
to the divisions of the rates of transpor-
tation applicable to said traffic; divisions
shall be, during the time this order re-
mains in force, those voluntarily agreed

-
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upon it by the Interstate Commerce Act.

(f) Effective date: This order shall
become effective at 10:30 a.m., August
8,1964.

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

It is further ordered, That this order
shall be served upon the Association of
American Raijlroads, Car Service Divi-
sion, as agent of all railroads subscrib-
ing to the car service and per diem agree-
ment under the terms of that agreement
and by filing it with the Director, Office
of the Federal Register.

Issued at Washington, D.C., August 8,
1964.
INTERSTATE COMMERCE

other railroad before the'rerouting or wupon by and between said carriers; or ComMMISSION, .
diversion is ordered. upon failure of the carriers to so agree, [sear] CHARLES W. TAYLOR, .
(¢) Notification to shippers: Each said divisions shall- be those hereafter Agent.
carrier rerouting cars in accordance with fixed by the Commission in accordance [FR. Doc. -64-8206; Filed, Aug. 13, 1964;-
this order sheall notify each shipper at with pertinent authority . conferred - 8:46 am.]
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Title 21—F00D AND DRUGS

Chapter —Food and Drug Adminis-

fration, Department of Health, Edu- |

cation, and Welfare
SUBCHAPTER C—DRUGS
PART 148i—NEOMYCIN SULFATE

Tests and Methods of Assay and °
Certification

The Commissioner of Food and’ Drugs
has evaluated the views and comments
received in response to the notices of
proposed rulemaking published in the
FEDERAL REGISTER of May 2, 1963 (28 F.R.
4395), and has concluded that the fol-
lowing regulations should be issued for
the certification of neomycin and neo-
mycin-containing drugs subject to the
Drug Amendments of 1962 (76 Stat. 785~
787; Public Law 87-781). Therefore,
pursuant to the provisions of the Federil
Food, Drug, and Cosmetic Act (sec. 507,
59 Stat. 463, as amended; 21 U.S.C. 357),
and under the authority delegated to him
by the Secretary of Health, Education,
and Welfare (21 CFR 2.90; 29 F.R. 471),
Part 1481 of Title 21 is revised as follows:
Sec.
1481.1
14812
14813

Neomyecin sulfate. -

Neomycin undecylenate.

Neomycin sulfate ointment; neomy-~
cin sulfate- oo —— ointment
(the blank being filled in with
the established name(s) of the

other active ingredient(s) present -

in accordance with paragraph
(a) (1) of this section).

. Neomyein sulfate-betamethasone
cream; neomycin sulfate-sodium
dexamethasone phosphate cream;
neomycin sulfate-dichlorisone ace-
tate cream; neomycin sulfate-
fluocinolone acetonide cream;
neomycin  sulfate-methylpredni-
solone acetate cream; neomycin
sulfate-triamcinolone  acetonide
cream.,

Neomycin sulfate tablets.

Neomycin sulfate-kaolin-pectin oral
suspension; xneomycin sulfate-
kaolin~pectinea v ccccmceea oral
suspension (the blank being filled
in with the established name(s)
of the other active ingredient(s)
present in accordance with para-
graph (a) (1) of this section).

Neomycin sulfate-_oeecee_o nasal
suspension; mneomycin sulfate-~
__________ nasal solution (the
blanks being filled in with the
established name(s) of the other
active Ingredient(s) present in
accordance with paragraph (a) (1)
of this section).

Neomycin sulfate-sodium propio~
nate otlc solution; neomyein sul-
fate-sodium propionate-predniso-.
lone acetate otic solution.

Neomyein sulfate-meooee—e.o oph-
thalmic suspension; neomycin

ophthalmic so-

lution (the blanks being filled in
with the established name(s) of
the other active ingredient(s)
present in accordance with para~
graph (a2) (1) of this section).

Neomycin sulfate- oo . lotion

(the blank being filled in with the
established neme(s) of the other
active ingredient(s) present in

accordance with paragraph (a) (1)

of this section).

Neomycin sulfate-thihexinol meth-~ -

ylbromide-polycarbophil tablets.

14814

14815
1481.6

14817

14818

14819

1481.10

148111

- RULES AND REGULATIONS

Sec. .

1481.12 Neomycin sulfate-hydrocortisone
acetate suppositories.

148113 [Reserved]

148i.14 Neomycin sulfate-triameinolone ace=-

tonide topical -aerosol; neomy-

.

cin sulfate-dexamethasone topical

aerosol.

148115 Neomycin sulfate-polymyxin B sul-
fate— e ophthalmic sus-
pension; neomyecin sulfate-poly-
myxin B sulfatesmecmceeme- oph-~

~ thalmic solution (the blanks
being filled in with the estab-
lished name(s) of the other active
<ingredient(sy present in accord-
ance with paragraph” (a)(1) of

- this section).

148i 16 Neomycin sulfate-polymyxin B sul-
fate ointment.

1481.17 [Reserved] i

148i.18 Neomycin sulfate-polymyxin B sul-

- fate-hydrocortisone otic suspen-
sion; neomycin  sulfate-poly-
myxin B sulfate-hydrocortisone-~

. sodium heparin otic suspension.
148i 19 Neomycin sulfate-polymyxin B sul-
fate-acetarsone vaglnal suppost-

tories.

1481.20 Neomycin sulfate-polymyxin B sul-

fate-gramicidin ophthalmic solu-
tion.
148121 Neomycin sulfate-polymyxin B sul-
. fate - gramicidin - hydrocortisone~
hydrosyamphetamine hydrobro-
mide-phenylephrine hydrochlo-
ride nasal solution.

' 148122 Neomyecin sulfate for prescription

- compounding.

148123 Neomycin sulfate -~ gramicidin-
__________ ophthalmic solution;
neomycin sulfate-gramicidin-
__________ ophthalmic suspension
(the blanks being filled in with
the established name(s) of the
other active ingredient(s) present
in accordance with paragraph (a)
(1) of this section).

148i. 24 Neomycin sulfate-gramicidin-hydro-
cortisone-thonzylamine hydro-
chloride-thonzonium bromide
otic solution.

148i.25 Neomycin sulfate-gmmjcidin-tri—
amcinolone acetonide loation; neo-
mycin sulfate-gramicidin-fludro-
cortisone acetate lotion.

148126 Neomycin sulfate-gramicidin oint-
ment; neomycin sulfate-gramicid-
in-triamecinolone acetonide oint-
ment; neomycin sulfate-gramicid-

in-fludrocortisone acetate olnt--

- ment.
1481.27 Neomyecin sulfate-gramicidin~tri-
amcinolone acetonide cream.
148128 [Reserved]
1481.29 Neomyecin sulfate~-nystatin tablets.

AvTHORTTY: The provisions of this Part
1481 issued under sec. 6507, 69 Stat. 463, as
amended 76 Stat. 785, 786, 787; 21 U.S.C.A.
357.

§148i.1 Neomycin sulfate.

. (a) Requirements for certification—.
(1) Standards of identity, strengih,
quality, and purity. Neomyein sulfate is
the sulfate salt of a kind of neomycin or a
mixture of two or more such salts. It
is so purified and dried that:

(1) It has a potency of not less than
600 micrograms of neomyecin per milli-
gram, calculated on an a.nhydrous basis.~

(ii) It is sterile.

(iii) It is nonpyrogenic.

(iv) It is nonfoxic. -

(v) Tts moisture content is not more
than 8.0 percent

(vi) Its pH in an aqueous solution
containing 33 milligrams per milliliter
is not less than 5.0 and not more f,han 7.5,

‘-2 mp and 278 mp =2 mpu,

(vil) It exhibits absorption maxima,
within +2 mg, at 232 mu and 278 my
when dissolved in sulfuric acid, and the
ratio of the absorption pealig.,?s%z mu
4232’ is not
Jess than 1.20 and not more than 1.50.

(2) Packaging. In addition to there-
quirements of §148.2 of this chapter, if
it is packaged for dispensing and is in-
tended for intramuscular, intraperito-
neal, or topical use, each immediate con-
tainer shall contain 0.35, 3.5 or 7.0 grams
of neomyecin. ,

(3) Labeling. In addition to the re-
quirements of § 148.3 of this chapter, if
the drug is packaged for dispensing its

labeling shall bear adequate warnings

for its intramuscular or intraperitoneal
use for hospitalized patients only, so as
to provide constant supervision by 2a
physician. The labeling shall bear the
statement “Refrigerate solution.” Its
expiration date is 12 months.

(4) Regquest for certification; samples.
In addition to the requirements of § 148.4
of this chapter, each such request shall
contain:

(i) Results of tests and assays on the
batch for potency, sterility, pyrogens,
toxicity, moisture, pH, and identity.

(ii) Samples requn'ed

(@) If the batch is packaged for re-
packing or for use in the manufacture of
another drug:

(1) For all tests except sterility:
packages, each conta,imng approxima,t,ely
300 milligrams.

(2) For sterility testmg. 10 pa;cka,ges,

-each eontaining approximately 500 milli-

grams. ~

(b) If the batch is packaged for dis-
pensing:

(1) For all tests except sterility: A
minimum of 10 immediate confainers.

(2) For sterility testing: 10 immediate

-containers.

(5) Fees. $5.00 for each container
submitted in accordance with subpara-
graph (4) (ii) (@) (1) and (b) (1) of this
paragraph; $10.00 for all samples sub-
mitted in accordance with subparagraph
@) 3D (@) (2) and (D) (2) of this para-
graph.

(b) Tests and methods of assay—(1)
Potency. Use either of the  following
methods: .

(1) Plate assay using Staphylococcus
epidermidis (ATCC 12228)—(a) Cylin-
ders (cups). Use cylinders described in
§ 141a.1(a) -of this chapter.

(b) Culturemedia. Using ingredients
that conform to the standards prescribed
by the U.S.P. or NF.: .

(1) Make nutrient agar for carrying
the test organism as follows:

6.0 gm.

Peptone

Pancreatic digest of casein-. ..o - 4.0gm.
Yeast extract 3.0gm.
Beef extract. 15gm.
Dextrose 1.0gm.
Agar 15.0 gm.
Distilled water [« - 1,000.0 ml.

pH 6.5 to 6.6 after sterilization.

(2) Make nutrient agar for the base
and seed layers as described in. (b) (1)
of this subdivision, except that its pH
after sterilization is 7.8 to 8.0.

In lieu of preparing the media from the
individual ingredients specified in (b)
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of this subdivision, they may be made
from a dehydrated mixture that, when
reconstituted with distilled water, has
the same composition as such media.
Minor modification of the individual in-
gredients specified in (b) of-this sub-
division are permissible if the resulting
media possess growth-promoting prop-
erties at least equal to the medig,
described.

(c) Working standard. Dry a portion
of the working standard for 3 hours at
60° C. and a pressure of 5 millimeters or
less. Determine the dry weight, and dis-
solve in sufficient 0.1M potassium phos-
phate buffer, pH 8.0, to give a stock
solution of convenient concentration.
When stored under refrigeration, the
stock solution may be used for a period
not exceeding 2 weeks.

(d) Preparation of sample. Dissolve
an accurately weighed sample in suffi-
cient 0.1 potassium phosphate buffer,
pH 8.0, to give a stock solution of con-
venient concentration; and also, if it is
packaged for dispensing, reconstitute
as directed in the labeling, remove an
accurately measured representative por-
tion with a suitable syringe fitted with
a 22-gage needle; and dilute with suffi-
cient 0.1 potassium phosphate buffer,
pH 8.0, to give a stock solution of con-
venient concentration. Further dilute
the stock solution with sufficient 0.1M
potassium phosphate buffer, pH 8.0, to
give a reference concentration of 1.0
microgram of neomycin per milliliter
(estimated).

(e) Preparation of test organism.
The-test organism is Staphylococcus epi-
dermidis (ATCC 12228), which is main-
- tained on slants of nutrient agar de--
seribed in (B) (1) of this subdivision.
Using 3 milliliters of U.S.P. saline T.S.,
wash the organism from the nufrient
agar slant (which has been incubated
for 24 hours at 32° C.-35° C.) onto a
large nutrient agar surface such as that
provided by a Roux bottle containing
300 milliliters of nufrient agar. Incu-
bate for 24 hours at 32° C.—35° C. Wash
the resulting growth from the nutrient
surface, using 50 milliliters of sterile
U.S.P. saline T.S. Adjust the volume of
the suspension so that a 1:14 dilution
will give 25 percent light transmission
when measured with a suitable photo-
electric colorimeter having a 580 mg
filter and a 13-millimeter diameter test
tube as an absorption cell. By the use of
test plates, determine the appropriate
inoculum of the adjusted suspension
(usually 0.1 milliliter) to be inoculated
to each 100 milliliters of seed layer agar
in order to obtain satisfactory zones of
inhibition. The suspension may be used
for 1 week if stored under refrigeration.

“(f) Preparation of plates. Add 21
milliliters of the agar prepared as de-
scribed in (b) (2) of this subdivision to
each Petri dish (20 millimeters x 100
millimeters). Distribute the agar
evenly in the plates and allow to harden
on a level surface. Accurately measure
a sufficient quantity of the nutrient agar,
cool to 48° C., and add the appropriate
inoculum of the adjusted suspension,
prepared as described in (e) of this sub-
division. Swirl the inoculated nutrient
agar to obtain a homogeneous suspen-
sion, and add 4 milliliters to each of the
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plates containing the 21 milliliters of
uninoculated nutrient agar. Tilt the
plates baek and forth to spread the in-
oculated nutrient agar evenly, and allow
to barden on g level surface. After the
agar has hardened, place six cylinders
described in (@) of this. subdivision on
the inoculated agar surface so that they
are at approximately 60° intervdls on a
2.8-centimefer radius. Use the plates
the same day they are prepared.

(g) Standard curve. Using the stock
solution of the working standard pre-
pared as described in (¢) of this subdi-
vision, prepare -solutions in 0.13 potas-
sium phosphate buffer pH 8.0 of the fol-
lowing concentrations: 0.64, 0.8, 1.0, 1.25,
1.56 micrograms of neomycin per milli-
liter. The 1.0 microgram per milliliter
concentration is the reference concentra-
tion of the assay. Use a total of 12 plates,
three plates for each solution except the
reference point solution which is included
on each plate. On each of the three
plates, fill three cylinders with the ref-
erence point solution and the other three
cylinders with the concentrations under
test. Thus, there will be 36 reference
point determinations and nine determi-
nations for each of the other points on
the curve. After the plates have incu-~
bated, read the diameters of the circlés of
inhibition. Average the readings of the
reference point concentration and the
readings of the point tested for each set
of three plates and average also all 36
readings of the reference point concen-
tration. The average of the 36 readings
of the reference point concentration is
the correction point of the curve. Cor-
rect the average value obtained for each
point to the figure it would be if the ref-
erence point reading for that set of three
plates were the same as the correction
point. Thus, if in correcting the 0.8-
microgram concentration, the average of
the 36 readings of the 1.0 microgram per
milliliter (reference point) concentra-
tion is 16.5 millimeters and the average
of the 1.0 microgram per milliliter con-
centration of the set of three plates (the
0.8 microgram per milliliter set) is 16.3
millimeters, the correction is +0.2 milli-
meter. If the average readings of the 0.8
microgram per milliliter concentration of
these same three plates is 15.9 milli-
meters, the corrected value is then 16.1
millimeters. Plot these corrected values,
including the average of the 1.0 micro-
gram per milliliter concentration, on 2-
cycle semilog paper, using the concentra-
tion in micrograms per milliliter as the
ordinate (the logarithmic scale) and the
diameter of the zone of inhibition as the
abseissa. Draw the standard curve
through these points either by inspection
or by means of the following equations:

3a+4-2bte—e
= 5 ,
3e+4-2d+-c—a

H=————

where:

L= Caleulated zone dlameter for the lowest

concentration of the standard curve;
H=Calculated zone diameter for the high-
est concentration of the standard
curve;
c=Average zone diameter of 36 readings
of the reference point standard solu-
tion;
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a, b, d, e=Corrected average values for the
other standard solutlons, lowest to
highest concentrations, respectively.

(h) Assay procedure. Use three plates
for each sample. Fill three cylinders on
each plate with the standard and three
cylinders with the sample, which has
been diluted to the reference concentra-
tion, alternating standard and sample.
Incubate the plates for 16 hours to 18
hours af 32° C.~35° C., and then measure
the diameter of each zone of inhibition.
To estimate the potency of the sample,
average the zone readings of the stand-
ard and the zone readings of the sample
on the three plates used. If the sample
gives g larger zone size than the average
of the standard, add the difference be-
tween them to the reference point zone of
the standard curve. If the average value
islower than the standard value, subtract
the difference between them from the
reference point value on the curve. From
the curve, read the potencies correspond-
ing to these corrected value of zone sizes.

(i) Plate assay using Staphylococcus
aureus (ATCC 6538P). Proceed as di-
rected in subdivision (i) of this subpara-
graph, except that the reference concen-
tration of the sample under test is 10.0
micrograms of neomyein per milliliter;
the concentrations of the standard curve
solutions are 6.4, 8.0, 10.0, 12.5, 15.6 mi-
crograms of neomycin per milliliter; and
the suspension of the fest organism,
Staphylococcus aureus (ATCC 6538P), is
adjusted so that a 1:19 dilution will give
25 percent light transmission and the
usual inoculuny for each 100 milliliters of
agar for the seed layer is 0.2 milliliter of
the adjusted suspension.

If it is packaged for dispensing, its con-
tent of neomycin is not less than 90 per-
cent and not more than 120 percent of
the number of milligrams of neomycin
that it is represented to contain.

(2) Sterility. TUsing 500 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.

(3) Pyrogens. Proceed as directed in
§ 141a.3 of this chapter, using a test dose
of 1.0 milliliter per kilogram of a solu-
tion containing 10 milligrams of neomy-
cin per milliliter in pyrogen-free, sterile
U.S.P. saline T.S.

(4) Toxicity. Proceed as directed in
§ 141a.4 of this chapter, using 0.5 milli-
liter of a solution containing 200 micro-
grams of neomycin per milliliter in ster-
ile U.S.P. saline T.S.

(5) Moisture. In an atmosphere of
about 10 percent relative humidity,
transfer about 100 millisrams of the
finely powdered sample to a tared weigh-
ing bottle equipped with ground-glass
top and stopper. Weigh the bottle and
place it in a vacuum oven, tilting the
stopper on its side so that there is no
closure during the drying period. Dry
ab a temperature of 60° C. and a pres-
sure of 5 millimeters of mercury or less
for 3 hours. At the end of the drying
period, fill the vacuum oven with air
dried by passing it through a drying
agent such as sulfuric acid or silica gel.
Replace the stopper and place the
weighing bottle in a desiccator over a
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desiceating agent such as phosphorus
pentoxide or silica gel, allow to cool to
room temperature, and reweigh. Cal-
culate the percent loss.

(6) pH. Proceed as du'ected in

§ 141a.5(b) of this chapter, using a solu-
mon containing 33 milligrams of neomy-
cin per milliliter.

(7 Identity. Place about 10 milli-
erams of the sample info a test tube (19
millimeters x 150 millimefers), dissolve
with 1 milliliter of water and then add
5 milliliters of a 40 percent volume to
volume sulfuric acid solution. -Heat in a
boiling water bath for 100 minutes. Cool
and dilute to a volume of 25 milliliters
with water. Use a suitable recording
ultraviolet spectrophotometer and 1-cen-
timeter quartz cells. Set the instrument
to 100 percent transmission with an 8
percent sulfuric acid solution. Record
the spectrum from 220 mg to 300 mg.
The ratio of the two maximum absorb-

A278Y = -
4935 should be not less than

1.20 and not more than 1.50.
§ 148i.2 Neomycin undecylenate.

(a) Requirements for certification—
(1) Standards of identity, strength, qual-
ity, and purity. Neomycin undecylenate
is the undecylenate salt of a kind of neo-
myein or a mixfure of two or more such
salts. It is so purified and dried thatb:

(i) It containsnotless than 300 micro-
grams of neomycin per milligram, calcu-
lated on an anhydrous basis.

(ii) If contains not less than 600 mi-
crograms of undecylenic acid per milli-
gram, calculated on an anhydrous basis.

(iii) Its moisture content is not more
than 5.0 percent. -

(iv) The pH of a solution containing
50 milligrams per milliliter in 80 percent

ances

methyl alcohol is not less than 6.5 and_

not more than 7.0.

(v) It gives g positive identity test for
neomycin undecylenate.

(2) Labeling. It shall be labeled in
accordance with the requirements of
§ 148.3 of this chapter. Its expiration
date is 12 months.

(3) Reguest for certification; samples.
In addition to the requirements of § 148.4
of this chapter each such request shall
contain:

(i) Results of tests and assays on the
batch for potency, moisture, pH, and
identity.

(ii) Samples required: 10 packages,
each containing approximately 300 mil-
ligrams.

(4) Fees. $4.00 for each package in
the sample submitted in accordance with
subparagraph. (3) (ii) of this paragraph.

() Tests. and methods of assay—(1) .

Potency—(i) Neomycin content. Pro-
ceed as directed In § 148i.1(b) (1) (), ex~
cept prepare the sample for assay as fol-
lows: Accurately weigh aproximately 500
millisrams of neomycin undecylenate,
transfer to a 250-milliliter volumetric
flask, add 50 milliliters of chloroform,
and mix well. Adjust to volume with 95
percent ethyl alcohol, and mix well. Di-
lute and aliquot with 0.137 potassium
phosphate buffer, pH 8.0, to the refer-
ence concentration of 1.0 microgram of
neomycin per milliliter.

RULES AND REGULATIONS

(1) Undecylenic acid contenl—(a)
Reagents—(1) -Alcohol. Use 95 percent
ethyl alcohol (aldehyde-free). -

(2) Phenolphthalein indicator. Dis-
solve 1 gram of phenolphthalein in 100
milliliters of alcohol.

(3) Alcoholic sodium hydroxide (about
0.IN). Prepare alcoholic sodium hy-
droxide solution as follows: Weigh
rapidly about 5 grams of sodium hy--
droxide pellets, dissolve in 10 milliliters
of-water, and add sufficient alcohol to
make 1,000 milliliters. Allow the solu-
tion to stand in g tightly stoppered bottle
protected from light for 24 hours. Then
quickly decant the clear supernatant
liquid into a suitable tight container and
store protected from light. Determine
the undecylenic acid equivalent of this
solution each time an assay is performed.

(b) Procedure. Weigh accurately two
100-milligram portions of undecylenic
acid (N.F. grade) and place each into
separate Erlenmeyer flasks. Also make
two accurate weighings of the neomycin-
undecylenate sample, each consisting of
about 120 milligrams, and place each into
separate Erlenmeyer flasks. Carefully
dissolve each weighing in 10 milliliters of
alcohol. Add two drops of phenol-
phthalein indicator and titrate to the
endpoint. Determine the amount of
aleoholic sodium hydroxide equivalent to
10 milliliters of alcohol and make this
reagent-blank correction for each titra-
tion. Determine the undecylenic acid
equivalent of the alcoholic sodium hy-
droxide, and calculate the undecylenic™
acid content of the neomycm undec-
ylenate sample.

(2) Moisture. Proceed as directed in
§ 141a.5(a) of this chapter.

(3) pH. ©Proceed as directed in
§ 141a.5(b) of this chapter, except use a
solution. containing 50 milligrams per
milliliter in 80 percent methyl alcohol.

(4) Identily. Weigh approximately 1
milligram of neomycin undecylenate and
mix thoroughly with 200 milligrams of
dried infrared spectrophotometric qual-
ity potassium bromide in a small ball mill
for about 1 minute. Prepare a potassium
bromide disc by transferring fhe uniform
mixture to a die of suitable size. Evacu-
ate gradually while raising the pressure
to 3,000 pounds per square inch. Hold
at 3,000 pounds per square inch until
evacuation is complete and then raise
the pressure to 20,000 pounds per square
inch. Hold this pressure for 2 or 3
minutes. Using a suitable infrared spec-
trophotometer, run the spectrum from
2 p to 16 x. Use an attenuator if neces-
sary. Characteristic undecylenic acid
peak absorbances ocecur at 7.1 and 11 g
distinguishing neomycin undecylenate
from neomycin sulfate.

§ 148i.3 Neomycin sulfate ointment;
neomycin sulfate-ointment (the
blank being filled in with the estab-
lished name(s) of the other active in-
gredient(s) present in accordance
with paragraph (a) (1) of this sec-
tion).

(a) Requirements for certification—
(1) Standards of identity, sirengih,
quality, and purity. Neomyein sulfate
ointment contains, In each gram, 3.5

millisrams of neomyein in g suitable and
harmless water-soluble or oleaginous
ointment base, with or without one or
more suitable and harmless dispersants,
emolients, and preservatives. The fol-
lowing other drugs may be combined with
neomyein sulfate ointment in the indi-
cated amounts, per gram:

_ () Ifitisfortopical use:

(@) 0.5 milligram of flurandrenolone;

T

(b) 0.25 milligram of fluorometholone;
or

(¢) 5.0, 10.0, 15.0, or 25.0 milligrams
of hydrocortisone acetate; or

(@) 10.0 or 25.0 milligrams of hydro-~
cortisone; or |

(e) 5.0 milligrams of hydrocortamate
hydrochloride; or

() 1.0, 25, or 5.0 millisrams of
prednisolone acetate; or

(9) 1.0 milligram of friameinolone
acetonide; or

(R) 5.0 milligrams of hydrocortisone
and 45 milligrams to 55 milligrams of
coaltar extract; or

(2) 10.0 milligrams of hydrocortisone
acetate and 30 milligrams of calcium
undecylenate; or

() 200 milligrams of benzocaine,

(ii) If it is for ophthalmic use:

(@) 5.0 milligrams or 15.0 milligrams
of hydrocortisone acetate; or

(&) 2.5 milligrams of sodium predniso-~
lone phosphate; or

(¢) 0.5 milligram of sodium dexa-
methasone phosphate.

(iii) If it is an eye-ear ointment:

(@) 1.0 milligram of methylpredniso-
lone; or

(b) 1.0 milligram of triameinolone
acetonide; or

(@) 5.0 millisrams or 15.0 milligrams
of hydrocortisone acetate; or

(@) 2.5 milligrams or 5.0 millisrams of
prednisolone acetate.

If it is an oleaginous base, its mois-
ture content is not more than 1.0 per-
cent. The neomycin sulfate used con-
forms to the standards prescribed by
§ 148i.1(a) (1) (D, (vi), and (vil) and, if
for- ophthalmic use, paragraph (a) (1)
(iv) of that section. Each other sub-

. stance used, if its name is recognized in

the U.S.P. or N.F,, conforms to the stand-
ards preseribed therefor by such official
compendium.

(2) Labeling. If it contams 8 steroid
or if it is intended for ophthalmic use,
it shall- be labeled in accordance with
the requirements prescribed by § 148.3 of
this chapter, and its expiration date is
12 months. If it does not contain a
steroid or it is not intended for ophthal-
mic use each package shall bear on its
label or labeling, as hereinafter indi-
cated, the following:

‘(i) On the label of the immediate con-
fainer and on the oufside wrapper or con-
tainer, if any:

(a) The batch mark.

(b) The name and quantity of each
active ingredient contained in the drug.

* (e) An expiration date that is 12
months after the month during which
the batch was certified.

(ii) On the label of the immediate
container or other labeling attached to
or within the package, adequate direc-
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tions under which the layman can use
the drug safely and efficaciously.

(3) Reguests for cerilification; sam-
ples. In addition to the requirements of
§ 148.4 of this chapter, each such reguest
shall contain:

(i) Results of tests and assayson:

(@) The neomycin sulfate wused in
making the batch for potency, pH, and
identity, and, if the ointment is for
ophthalmie use, toxicity.

(b) The batch for potency and, if the
ointment hase is oleaginous, moisture.

(ii) Samples required:”

(a) The néomycin sulfate used in
making the batch: 10 packages each con-
taining approximately 300 millisrams.

(b) The batch: A minimum of 5 im-
mediate containers.

(¢) In the case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each immediate
container submitted in accordance with
subparagraph (3) (ii) of this paragraph.

(b) Tests and methods of assay—(1)
Potency—(1) Exiraction. Proceed as di-
rected in § 148i.1(b) (1) of this chapter,
except prepare the sample by placing an
accurately weighed representative por-
tion of the ointment into a separatory
funnel confaining 50 milliliters of
peroxide-free ether. "Shake the sample
and ether until homogeneous. Add 25
milliliters of 0.1M potassium phosphate
buffer, pH 8.0, and shake well. Allow the
layers to separate. Remove the buffer
layer and repeat the extraction with new
portions of the buffer at least three times
and any additional times necessary to in-
sure complete extraction of the anti-
biotic. Combine the extractives and ad-
just to an appropriate volume to give a
stock solution of convenient concentra~
tion. Further dilute with 0.1M potassium
phosphate buffer, pH 8.0, to the proper
prescribed reference concentration.

(ii) Blending. Proceed as directed in
§ 148i.1(b) (1), except prepare the sample
for assay as follows: Transfer an ac-
curately weighed sample into a high-
speed glass blender, add 1.0 milliliter of
polysorbate 80 and sufficient 0.1 potas-
sium phosphate buffer, pH 8.0, to give a
stock solution of convenient concentra-
tion. Blend 3 to 5 minutes. Further di-

. lute with 0.1/ potassium phosphate buf-
fer, pH 8.0, to the proper prescribed ref-
erence concentration. The content of
neomycin is satisfactory if it is not less
than 90 percent and not more than 135
percent of the number of milligrams of
nepmycin that it is represented to con-

(2) Moisture. If the ointment has an
oleaginous base, proceed as directed in
§ 1414.8(b) .of this chapter.

§ 148i4 Neomycin sulfate-hetametha-
sone cream; neomycin sulfate-
sodium dexamethasone phosphate
cream; neomycin sulfate-dichlori-
sone acetate cream; neomycin sul-
fate-fluocinolone acetonide cream;
neomy<¢in sulfate-methylpredniso-
lone acetate cream; neomycin sulfate-
triamcinolone acetonide cream.

(a) Requirements for certification—
(1) Siandards of identity, strength,
quality, and purity. The drug is neo-
mycin sulfate and either betamethasone,
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dexamethasone phosphate, dichlorisone
acetate, fluocinolone acetonide, methyl~
prednisolone acetate, or triamcinolone
acetonide, with or without one or more
suitable and harmless emollients, per-
fumes, dispersants, and preservatives, in
& suitable and harmless cream base. If
contains, in each gram, 3.5 milligrams of
neomycin and one of the following:

(i) 2 milligrams of betamethasone; or

(ii) 1 milligram of sodium dexa-
methasone phosphate; or

(i) 2.5 milligrams of dichlorisone
acetate; or

(iv) 0.25 milligram of fluocinolone
acetonide; or

(v) 2.5 milligrams, 5 milligrams, or 10
millicrams of methylprednisolone ace-
tate; or

(vi) 1 milligram of triamcinolone ace-
tenide. -

The neomycin sulfate used conforms to
the standards prescribed by § 148i.1(a)
(1) @), (vi),and (vil). Each other sub~
stance used, if its name is recognized in
the U.8.P. or NF,, conforms to the stand-
ards prescribed therefor by such official
compendium.

(2) Labeling. It shall be labeled in
accordance with the requirements pre-
scribed by § 148.3 of this chapter. Its
expiration date is 12 months.

(3) Requests for certification; sam-
ples. In addition to the requirements of
§ 1484 of this chapter, each such re~
quest shall contain:

(1) Results of tests and assays on:

(g) The neomycin sulfate used in
making the batch for potency, pH, and
identity.

(b) The batch for pofency.

(ii) Samples required:

() The neomycin sulfate used in
making the batch: 10 packages, each
containing approximately 300 milli-
grams.

(b) The batch: A minimum of five
immediate containers.

(c) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each immediate
container or package in the _samples
submitted in accordance with subpara-
graph (3) (ii) of this paragraph.

(b) Tests and methods of assay; po-
lency. Proceed as directed in § 148i.1
(b) (1), except prepare the sample for
assay as follows: Transfer an accurately
weighed representative portion into a
high-speed glass blender. Add 1.0 milli-
liter of polysorbate 80 and sufficient
0.1M potassium phosphate buffer, pH
8.0, to give a stock solution of convenient
concentration and blend 3 to 5 minutes.
Further dilute with 0.1 potassium
phosphate buffer, pH 8.0, to the proper
preseribed reference concentration. Its
neomycin content is satisfactory if it is
not less than 90 percent nor more than
135 percent of the number of milligrams

of neomycin that it is represented to.

contain.
§ 148i.5 Neomycin sulfate tablets.

(a) Reguirements for certification—
(1) Standards of identity, strength, qual-
ity, and purity, Neomycin sulfate tablets
are tablets composed of neomycin sulfate
with one or more suitable and harmless
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binders, and with or without one or more
suitable and harmless fillers, buffers,
Iubricants, and colorings. Each tablef
contains 150 milligrams, 175 milligrams,
or 350 millisgrams of neomycin. 'The
moisture content is not more than 10.0
percent. Tablets shall disintegrate with-
in 1 hour. The neomycin sulfate used
conforms to the standards preseribed by
§148i.1(a) (1) @), (iv), (v), (vi), and
(vil). Each other substance used, if its
name is recognized in the U.S.P. or N.F,,
conforms to the standards prescribed
therefor by such official compendium.

(2) Labeling. It shall be labeled in
accordance with the requirements of
§148.3 of this chapter. Its expiration
date is 12 months.

(3) Requests for certification; samples.
In addition to.the requirements of § 148.4
of this chapter, each such request shall
contain:

(i) Results of tests and assays on:

(@) The neomycin sulfate used in mak-
ing the batch for potency, toxicity, mois-
ture, pH, and identity.

(b) The batch for potency, moisture,
and disintegration time.

(ii) Samples required:

(a) The neomycin sulfateused in mak-
ingthe batch: 10 packages, each contain-
ing approximately 300 milligrams.

(b) The batch:

(1) For all tests except disintegration
time: Minimum 30 tablets.

. tst) For disintegration time: Six tab-
ets. .

(¢) In the case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $0.75 for each tablet sub-
mitted in accordance with subparagraph
(3) (1) (b) (1) of this paragraph; $3.00
for all tablets in the sample submitted in
accordance with subparagraph (3) (i)
(b) (2) of this paragraph; $4.00 for each
immediate container submitted in ac-
cordance with subparagraph (3) (ii) (@)
and (e¢) of this paragraph.

(b) Tests and methods of assay—(1)
Potency. Proceed as directed in § 148i.1
(b) (1), except prepare the sample as
follows: Place a representative number
of tablets into a high-speed glass blender,
add a sufficient quantity of 0.1af potas-
sium phosphate buffer, pH 8.0, to give a
stock solution of convenient concentra-
tion. Blend 3 fto 5 minutes. Further
dilute in 0.13/ potassium phosphate buf-
fer, pH 8.0, to the proper preseribed
reference concentration. Its neomycin
content is satisfactory if it contains not
less than 90 percent and not more than
125 percent of the number of milligrams
of neomycin that.it is represented to
contain.

(2) Moisture. Proceed as directed in
§ 141a.5(a) of this chapter.

(3) Disintegration time. Proceed as
directed in § 1412.9(c) of this chapter.

§ 148i.6 Neomycin sulfate-kaolin-pectin
oral suspension; neomycin sulfate-
kaolin-pectin-_ . ______ oral sus-
pension (the blank being filled in
with the established name(s) of the
other active ingredient(s) present in
accordance with paragraph (a) (1)
of this section).

(a) Requirements for certification—
(1) Standards of identity, strength, qual-
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ity, and opurity. Neomycin sulfate-.
kaolin-pectin oral suspension is neomy-
cin sulfate, kaolin, and pectin, with or
without one or more suitable and harm-
less dispersants, colorings, flavorings,
buffers, and preservatives, in an aqueous
vehicle. One or more of the following
drugs may be added to neomycin sul-
fate-kaolin-pectin oral suspension:
Methylcellulose, dihydroxyaluminum
aminoacetate, succinylsulfathiazole, sul-
faguanidine, homatropine methylbro-
mide, hyoscyamine sulfate, atropine sul-
fate. scopolamine hydrobromide, and
phenobarbital. Each milliliter contains
7.0 milligrams of neomycin. Its pH is
not less than 4.0 and not more than 6.5.

The neomycin sulfate used conforms to_

the standards prescribed by § 148i.1(a)

1) D, (v, (vi),and (vii). Each other
substance used, if its name is recognized
in the U.S.P. or N.F., conforms to the
standards prescribed therefor by such
official compendium.

. (2) Labeling. It shall be.labeled in
accordance with the requirements of
§ 148.3 of this chapter. Its expiration
date is 12 months. :

(3) Requesi for certification; samples.
In addition to the requirements of § 148.4
ef this chapter, each such request shall
contain:

) Results of tests and assays on:

(@) The neomycin sulfate used in
making the batch for potency, toxicity,
PH, and identity.

(b) The batch for potency and pH.

(ii) Samples required: .

(a) The neomycin sulfate used in
making the batch: 10 packages, each
containing approximately 300 milli-
grams. .

(b) The batch: Minimum of 5 imme-
diate containers.

(¢) In case of an initial request for
certification, each: other ingredient used
, in making the baich: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each immediate
container submitted in accordance with
subparagraph (3) (ii) of this paragraph.

(b) Tests and methods of assay— (1)
Potency. Proceed as directed in § 148i.
1(b) (1), except to prepare the sample
for assay, proceed.as follows: Dissolve
and dilute an accurately measured rep-
resentative portion in sufficient 0.1M7

potassium phosphate buffer, pH 8.0, to -
give a stock solution of convenient eon- .

centration. Further dilute in 011
potassium phosphate buffer, pH 8.0, to
the proper prescribed reference concen-
tration. Ifs content of neomyein is sat-
isfactory if it contains not less than 90
percent and not more than 125 percent
of the number of milligrams of neomycin
that it is represented to contain.

(2) pH. Proceed as directed in § 141a.-
5(b) of this chapter, using the undiluted
suspension. ’ -

§ 148i.7 Neomycin sulfate-_.._______

nasal suspension; neomycin sulfate-
nasal solution (the
blanks being filled in with the-estah-
lished name(s) of the other active
ingredient(s) present in accordance
with paragraph (a) (1) of this sec-
tion).

(a) Requirements for certification—
(1) Standards of identity, strength,
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quality, and purity. The drug is a sus-
pension or solution containing, in each.
milliliter, 3.5 millisrams of neomycin
and the following other active ingred-
ients, in a suitable and harmless vehicle:

(1) 5.0 milligrams or 15.0 milligrams
of hydrocortisone acetate and 2.5 milli-
grams, of phenylephrine hydrocholoride;
or- -

(i) 0.5 milligram or 1.0 milligram of
prednisolone acetate and 2.5 milligrams
of phenylephrine hydrochloride; or

(iii) 0.1 milligram of fludrocortisone,
2.5 milligrams of phenylephrine hydro-
chloride, and 7.5 milligrams of phenyl-
propanolamine hydrochloride; ‘or

(iv) 1.0 milligram of hydrocortisone,
2.5 milligrams of phenylephrine hydro-
chloride, and 7.5 milligrams of phenyl-
bropanolamine hydrochloride; or

(v) 1.04 milligrams of sodium predni-
solone phosphate, 2.5 milligrams - of
phenylephrine hydrochloride, and 7.5
milligrams of phenylpropanolamine hy-
drochloride; or

(vi) 0.5 milligram of prednisolone tri~
methylacetate and 05 milligram of
xylometazoline hydrochloride.

It may also contain one or more suitable
and harmless buffers, colorings, dispers-
ants, flavorings, and preservatives. Iis
PH is not less than 5.5 and not more
than 6.5, except that if it is the drug
described in subdivision (iv) of this sub-
paragraph, its pH is not less than 2.8
nor more than 6.5. The neomycin sul-
fate used conforms to the standards pre-
scribed by § 1481.1(a) (1) ), (iv), (vi),
and (vii). Each other substance used, if
its name is recognized in the U.SP. or
N.F., conforms to the standards pre-
scribed therefor by such official com-~
pendium. - .

(2) Labeling. It shall be labeled in
accordance with the requirements of
§ 148.3 of this chapter. Its expiration

* date is 12 months.

(3) Request for certification; samples.
In addition to the requirements of § 148.4
of this chapter, each such request shall
contain:

(1) Results of tests and assays on:

(@) The neomyecin sulfate used iri mak-
ing the batch for potency, toxicity, pH,
and identity.

(D) The batch for potency and pH,

+ (i) Samples required:

(@) The neomycin sulfate” used in
making the batch: 10 packages, each
containing approximately 300 “milli-
grams.

(b) The batch: A minimym of 5 im-~
mediate containers.

(¢) In case of an initial request for
certification, each other. ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each immediate

container submitted. in accordance with -

subparagraph (3) (i) - of this paragraph.

(b) Tests and methods of assay—(1)
Potency. Proceed as directed in § 148i.-
1(b) (1), except dilute volumetrically an
accurately measured representative por-
tion in sufficient 0.1 potassium phos-
phate buffer, pH 8.0, to give a stock
solution of convenient concentration.
Further dilufe with 0.13 potassium phos-
phate buffer, pH 8.0, to the proper pre~
scribed reference concentration. Its con-

tent of neomycin is satisfactory if it con-

tains not less than 90 percent and not

more than 130 percent of the number of
milligrams of neomycin that it is repre-
sented to contain.

(2) pH. Proceed as directed in § 141a.-
5(b) of this chapter, using the undiluted
sample. -

§ 148i.8. Neomyecin sulfate-sodium pro-
pionate otic solution; neomycin sul-
fate-sodium proprionate-prednisolone
acetate otic solution.

(a) Requirements for certification—
(1) Standards of identity, strength,
quality, and purity. Neomycin sulfate-
sodium propionate otic solutiomnris a solu-
tion containing, in each milliliter, 3.5
milligrams of neomycin and 50 milli~
grams of sodium propionate, in a suitable
and harmiless vehicle. Neomycin sulfate-
sodium propionate~prednisolone acetate
otic solution is a solution containing, in
each milliliter, 3.5 millisrams of neomy-
cin, 50 milligrams of sodium propionate,
and 5 milligrams of prednisolone ace-
tate, in g suitable and harmiless vehicle.
The preparations may also contain suit-
able and harmless dispersants, buffers,
perfumes, and preservatives. They are
sterile. Their pH is not less than 5.5
and not more than 7.0. The neomycin
sulfate used conforms to the standards
‘prescribed by § 148i.(a) (1) (O, (vD), and
(vil). Each other substance used, if its
name is recognized in the U.S.P. or N.F.,
conforms to the standards prescribed
therefor by such official compendium.

(2) Labeling. It shall be labeled in
accordance with the requirements of
§ 148.3 of this chapter. Its expiration
date is 12 months.

(3) Requesits for certification; sam-
ples. In addition to the requirements of
§ 148.4 of this chapter, each such request
shall contain:

(i) Results of tests and assays on:

(a) The neomycin sulfate used in mak-
ing the batch for potency, pH, and iden-
tity.

(b) The batch for potency, sterility,
and pH. - '

(ii) Samplesrequired:

(@) The neomycin sulfate used in
making the batch: 10 packages, each
containing approximately 300 milligrams.

(b) Thebatch: :

(1) For all tests except sterility: A
minimum of five immediate containers.
. (2) For sterility testing: 10 immedi-
ate containers.

(e) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each sample sub-
mitted in accordance with subparagraph
(3) (D (@), (b) (1), and (¢) of this para-
graph; $10.00 for all containers in the
sample submitted in accordance with
subparagraph (3) (i) (b) (2) of this
paragraph.

(b) Tests and methods of assay—(1)
Potency. Proceed as directed in § 148i.1
(b) (1), except dilute amraccurately meas-
ured representative portion in sufficient
0.1M potassium phosphate buffer, pH
8.0, to give a stock solution of convenient
concentration. Further dilute an aliquot
with 0.1 potassium phosphate buffer,
PH 8.0, to the proper prescribed reference
concentration. Its content of neomyein
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is satisfactory if it contains not less than .

90 percent and not more than 125 per-
cent of the number of millisrams of neo-
mycin that it is represented to contain.

(2) Sterility. Using 0.25° milliliter
from each container, proceed as directed
Jn § 141a.2 of this chapter, except that
neither penicillinase nor the control tube
is used in the test for bacteria.

(3) pH. Proceed as
§ 141a.5(b) of this chapter, using either
the undiluted sample or, if the drug con-
tains less than 10 percent water, a 1:1
dilution of the sample with distilled
water.

§ 148i.9 Neomycin snlfate-_.________
ophthalmic suspension; neomycin
sulfate-— . ____ ophthalmic solu-
tion (the blanks being filled in with
the established name(s) of the other
active ingredient(s) present in ac-
cordance with paragraph (a) (1) of
this section).

(a) Requirements for certification—
(1) Standards of identity, strength, qual-
ity, and purity. The drug is a suspen-
sion or a solution containing, in each
milliliter, 3.5 milligrams of neomycin and
the following other active ingredients in
2 suitable and harmless vehicle:

(i) 15 milligrams of cortisone acetate;
or

(ii) 5 milligrams or 25 millisrams of
hydrocortisone acetate; or

- (iii) 2 millisrams of prednisolone and

1.2 milligrams of phenylephrine hydro-

chloride; or

(iv) 1 milligram or 2 milligrams of
prednisolone; or

(v) 1 milligram of sodium dexa-
methasone phosphate.

It may also contain one or more suit-
able and harmless buffers, dispersants,
and preservatives. It is sterile. Its pH
is not less than 6.0 and not more than
8.0. The neomycin sulfate used con-
forms to the standards prescribed by
§ 148i.1(a) (1) (D), Gv), (vi), and (viD).
Each other substance used, if its name
recognized in the U.S.P. or N.F.,, con-
forms to the standards prescribed there-
for by such official compendium.

(2) Labeling. It shall be labeled in
accordance with the requirements of
§ 148.3 of this chapter. Its expiration
date is 12 months.

(3) Request for certification; samples.
In addition to the requirements of
§ 148.4 of this chapter, each such request
shall contain:

(1) Results of tests and assays on:

(a¢) The neomycin sulfate used in
making the batch for potency, toxicity,
PH, and identity.

(b)Y The batch for potency, sterility,
and pH. .

(ii) Samples required:

(a) The neomycin sulfate used in
making the batch: 10 containers, each
containing approximately 300 milli-
grams.

(b) The batch:

(1) For all tests except sterility: A
minimum of 5 immediate containers.

(2) For sterility testing:.10 immediate
- containers. .

(¢) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

directed in
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(4) Fees. $4.00 for each container
submitted in accordance with subpara-
graph (3)({) (@, D)), and (¢) of
this paragraph; $10.00 for all containers
submitted in accordance with subpara~
graph’ (3) (ii) (b) (2) of this paragraph.

(b) Tests and methods of assay—(1)
Poteney. Proceed as directed in § 148i.8
(b)(1). Its neomycin content is satis-
factory if it contains not less than 90
percent and not more than *20 percenb
of the number of milligrams of neomyecin
that it is represented to contain.

(2) Sterility. Proceed as directed in
§ 141a.2 of this chapter, using 0.25 milli-
liter from each container, except that
neither penicillinase nor the control tube
is used in the test for bacteria.

(3) pH. Proceed as directed in
§ 141a.5(b) of this chapter, using the
undiluted sample.

.§ 148i.10 Neomycinsulfate-__________

lotion (the blank being filled in with
the established name(s) of the other
active ingredient(s) present in ac-
cordance with paragraph (a) (1) of
this section).

(a) Requirements for certification—
(1)) Standards of identity, strength,
quality, and purity. The 4drug is a sus-
pension containing, in each milliliter,
3.5 millisrams of neomycin and the fol-
lowing other active ingredients in a suit-
able and harmiess vehicles: .

d) 10 millisrams of diperodon hydro-
chloride and 7.5 milligrams of aluminum
dihydroxy allantoinate; or

(ii) 5 milligrams or 10 milligrams of
hydrocortisone acetate; or

(iii) 5 milligrams, 10 milligrams, or
20 milligrams of hydrocortisone; or

(iv) 1 milligram, 2.5 milligrams, or 5
milligrams of prednisolone acetate; or

(v) 5.0 milligrams of sodium predni-
solone phosphate,

It may also contain one or more suitable
and harmless dispersants, emollients,
and preservatives. The neomycin sulfate
used conforms to the standards pre-
scribed by § 148i.1(a) (1) 1), (vi), and
(vii). EBach other substance used, if its
name is recognized in the US.P. or NF,,
conforms to the standards prescribed
therefor by such official compendium.

(2) Labeling., If it contains a corti-
costeroid, it shall be labeled in accord-
ance with the requirements prescribed by
§ 148.3 of this chapter and its expiration
date is 12 months, If it does not con-
tain a corticosteroid, each package shall
bear, on its label or labeling, as herein-
after indicated, the following:

(i) On the label of the immediate con-
tainer and on the outside wrapper or con~
tainer, if any:

(a) The batch mark.

(b) The name and quantity of each
active ingredient contained in the drug.

(¢) An expiration date that is 12
months after the month during which the
batch was certified.

(ii) On thelabel of the immediate con-
tainer or other labeling attached to or
within the package, adequate directions

under which the layman can use the drug -

safely and efficaciously.

(3) . Requests for certification; sam-
ples. In addition to the requirements of
§ 148.4 of this chapter, each such request
shall contain:
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(i) Results of tests and assays on:

(a¢) The neomycin sulfate used in
making the batch for potency, pH, and
identity.

(b) The batch for potency.

(ii) Samples required:

(@) The neomycin sulfate used in
making the batch: 10 packages, each
containing approximately 300 milli-
grams.

() The batch: A minimum of five im-~
mediate containers.

(¢) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of

_each containing approximaftely 5 grams.

(4) Fees. $4.00 for each container
submitted in accordance with subpara-
graph (3) (i1) of this paragraph.

(b) Tests and methods of assay; po-
tency. Proceed as directed in § 148i.1(b)
(1), except prepare the sample for assay
as follows: Place an accurately measured
representative portion into a high-speed
glass blender with sufficient 0.1M potas-
sium phosphate buffer, pH 8, to give a
stock solution of convenient concentra-
tion. Blend 3 to 5 minutes. Make
further dilutions with 0.1 potassium
phosphate buffer, pH 8, to the proper
prescribed reference concentration. Its
content of neomycin is satisfactory if it
is not less than 90 percent and not more
than 130 percent of the number of millj-
grams of neomyecin that it is represented
to contain.

§148i.11 Neomycin sulfate-thihexinol
methylbromide-polycarbophil tablets.

Neomyein sulfate-thihexinol methyl-
bromide-polycarbophil tablets conform
to all requirements and are subject to all
procedures prescribed by § 148i.5 for neo-
mycin sulfate tablets, except that:

(a) Each tablet contains 150 milli-
grams of neomyein, 15 milligrams of thi-
hexinol methylbromide, and 400 milli-
grams of polycarbophil.

(b) The tablets shall disintegrate
within 1 hour.

§ 148i.12 Neomyecin sulfate-hydrocorti-

sone acetate suppositories.

(2) Requirements for certification—
(1) Standards of identity, strength,
quality, and purity. Neomycin sulfate-
hydrocortisone acetate suppositories
contain, in each suppository, 10.5 milli-
grams of neomycin and 15 millicrams of
hydrocortisone acetate, in a suitable and
harmless base, with one or more suitable
and harmless surfactants, emollients,
protectants, binders, and fillers. The
moisture content is not more than 2.5
percent. The neomycin sulfate used con-
forms to the standards prescribed by
§14811(@) (1) @, (W, (v, and (vid).
Each other substance used, if its name is
recognized in the U.S.P. or N.F., conforms
to the stendards prescribed therefor by
such official compendium.

(2) Labeling. It shall be labeled in
accordance with the requirements of
§ 148.3 of this chapfer. The expiration
date is 12 months.

(3) Requests for certification; sam-
ples. In addition to the requirements of
§ 148.4 of this chapter, each such request
shall contain: .

(i) Results of tesis and assays on:
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(a) The neomycin sulfate used in
making the batch for potency, moisture,
PH, and identity.

(b) The batch for potency and mois-
ture. . .

(ii) Samples required:

(a) The neomycin sulfate used in
making the batch: 10 packages, each
containing approximately 300 milli-

grams,

(b) The batch: A minimum of 30
suppositories. )

(¢) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $0.75 for each suppository
in the sample submitted in accordance
with subparagraph (3) (i) (b) of this
paragraph; $4.00 for each package in
the sample submitted in accordance with
subparagraph (3) (if) (a) and (e) of this
Dparagraph.

(b) Tests and methods of assay—(1)
Potency. Proceed as directed in § 148i.1
(b) (1) of this chapter, except prepare
the sample by blending a representative
number of suppositories in a high-speed
glass blender with 1.0 milliliter of poly-
sorbate 80 and sufficient 0.1/ potassium
phosphate buffer, pH 8.0, to give a stock
solution of convenient concentration.
Further dilute in 0.1/ potassium phos-
phate buffer, pH 8.0, to the proper pre-
scribed reference concentration. The
content of neomyecin is satisfactory if it
.contains not less than 90 percent and
not more than 130 percent of the number
of milligrams of neomycin that it is rep-
resented to contain.

(2) Moisture. Proceed as dxrected in
§ 1412.8(b) of this chapter.

§ 148i.13 [Reserved]

§ 148i.14 Neomycin sulfate-triamcino-
Ione acetonide topical aerosol; nea-
mycin sulfate-dexamethasone loplcal
aerosol.

(a) Requirements for certification—
(1) Standards of identity, strength, qual-
ity, and purity. The drug is neomycin
sulfate and triamcinolone acetonide or
dexamethasone, packaged in a pressur-
ized container with a suitable and harm-
less vehicle and inert propellants. It
contains, in each container, the follow-

ing:

(i) 26.25 milligrams of neomyein and
7.5 milligrams of triamecinolone ace-
tonide; or

(i) 52.5 milligrams of neomycin and
15 milligrams of triamcinolone acetonide;
or - R
(iii) 35 milligrams of neomycin and
10 millisrams of dexamethasone.

It may contain one or more suitable and
harmless emollients, dispersants, and
preservatives. The neomycin sulfate
used conforms to the standards pre-
seribed by § 148i.1(a) (1) @), (vi), and
(vil). Each other ingredient used, if its
name is recognized in the U.S.P. or N.F,,
conforms to the standards prescribed
therefor by such official compendium.

(2) Labeling. It shall be labeled in
accordance with the requirements of
§ 148.3 of this chapter. Its expiration
date is 12 months.

(3) Requests for certification; sam-
ples. In addition to the requirements of
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§ 148.4 of this chapter, each such request
shall contain:

(i) Results of tests and assay on:

(a) The neomycin sulfate used in

- meking the hatch fér potency, pH, and

identity.
(b) The batch for potency.
(ii) Samples required:

(@) The neomycin sulfate used in-

making the batch: 10 packages, each
containing 300 milligrams.

(b) The batch: A minimium of 5 im-
mediate-containers.

(¢) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each immediate
container or package submitted in ac-
cordance with subparagraph (3) (ii) of
this paragraph.

(b) Tests and methods of assay; po-
tency. Proceed as directed in § 148i.1
(b) (1), except prepare the sample for
assay as follows: Spray the entire con-
tents of the well-shaken sample into a
suitable tared beaker. Place in a vaccum
desicecator, evacuate, and allow to stand
at room temperature for 16 to 18 hours.
After the gas has volatilized, accurately
weigh the beaker and ¢ontents, and de-
termine the weight of the material in the
beaker. Prepare the material for assay
by either of the following methods:

(1) Blend an accurately weighed rep-
resentative portion for 3 to 5 minutes
in a high-speed glass blender, with 1.0
milliliter of polysorbate 80 and sufficient
0.1M potassium phosphate buffer, pH 8.0,
to give a stock solution of convenient
concenfration.” Further dilute with
0.1M potassinum phosphate buffer, pH
8.0, to the proper prescribed reference
concentration.

(2) Quantitatively transfer either an .

accurately weighed portion of the con-
tents, or the entire contents, from the
beaker into & suitable volumetric flask to
give a stock solution of convenient con-
centration. Dilute fo volume with 0.117
potassium phosphate buffer, pH 8.0.
Further dilute with 0.1 potassium
phosphate bufier, pH 8.0, to the proper
prescribed reference concentration.

The content of neomyein is satisfactory
if it is not less than 90 percent and not
more than 130 percent of the number
of milligrams of neomycin that it is rep-
resented to contain.

§ 148i.15 Neomycin sulfate-polymyxin

B sulfate-__________ ophthalmic
- suspension; neomycin sulfate-poly-
myxin B sulfate-—_._.__.____ oph-

thalmic solution (the blanks being
filled in,with the established name (s)
of the other active ingredient(s)
present in accordance with para-
graph (a) (1) of this section).

(a) Requirements for certification—
(1) Standards of identity, sirength, qual-
ity, and purity. The drug is g solution
or suspension in a suitable and hdrmiless
aqueous vehicle containing;in each milli-
liter, neomycin sulfate, polymyxin B sul-
fate, and other active ingredients in the
following amounts:

(1) 3.5 milligrams of neomycin, 16,250
units of polymyxin B, and 1.25 milli-

grams of phenylephrine hydrochloride;
or

(ii) 3.5 milligrams of neomycin, 16,250
unifs of polymyxin B, and either 5 milli-
grams or 15 milligrams of hydrocortlsone
acetate; or

(iii) 5 milligrams of neomyecin, 20,000
units of polymyxin B, and 1.25 milli-
grams of phenylephrine hydrochloride;
or

(iv) 5 milligrams of neomgycin, 15,000
units of polymyxin B, and 2.5 milligrams

. of hydrocortisone.

It may contain one or more suitable and
harmiless irrigants, dispersants, buffers,
and preservatives. It is sterile. Its pH
is not less than 5.0 and not moré than 7.0.
The neomycin sulfate used conforms to
the standards prescribed by § 148i.1(a)
1) @, 4w, (vi), and (vi). The poly-
myxin B sulfate used conforms to the
standards prescribed by § 148p.1(a) (1)
i), Gv), (vi), (vi), and (ix) of this
chapter. Each other substance "used, if
its name is recognized in the U.S.P. or
N.F., conforms to the standards pre-
seribed therefor by such official compen-
dium.

(2) Labeling. It shall be labeled in
accordance with the requirements of
§ 148.3 of this chapt;er. Its expiration
dateis 12 months.

(3) Requests for certification; samples.
In addition to the requirements of § 148.4

‘of this chapter, each such request shall

contain:

(i) Results of tests and assayson:

(a) The neomycin sulfate. used in
making the batch for potency, toxicity,
pH, and identity.

(b) The polymyxin B sulfate used in
making the batch for potency, toxicity,
pH, residue on ignition, and identity.

(¢) The batch for neomycin content,
polymyxin content, sterility, and pH.

(ii) Samples required:

(a). The neomycin sulfate used in
making the batch: 10 packages, each
containng approximately 300 milli-
grams. ’

(b) The polymyxin B sulfate used in
making the batch: 10 packages, each
containing approximately 300 milli-
grams. )

(¢) Thebatch for:

(1) Al tests except sterility: A mini-
mum of 6 immediate containers.

(2) For sterility testing: 10 immediate
containers.

(d) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each immediate
container or package in the samples sub-
mitted in accordance with subpara-
graphs (3) (i) (a), (B), and (d) of this
paragraph; $5.00 for each immediate
container submitted in accordance with
subparagraph (3) (ii) (¢) (1) of this para-
graph; $10.00 for all immediate con-
tainers in the sample submitted in ac-
cordance with subparagraph (3) (ii) (¢)
(2) of this paragraph.

(b) Tests and methods of assay—(1)
Potency—(1) Neomycin content. Pro-
ceed as directed-in § 148i.1(b) (1) except
prepare the sample as follows: Remove
an accurately measured representative
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portion of the sample with a suitable
syringe, place into an appropriate volu-
metric flask to yield .a convenient stock
solution. Dilute to volume with 0.1M
potassium phosphate buffer, pH 8.0,
Further dilute with 0.1 potassium
phosphate buffer, pH 8.0, to the proper
prescribed reference concentration. Its
content of neomycin is satisfactory if it
is not less than 90 percent and not more
than 125 percent of the number of milli-
grams of neomycin that it is represented
to contain.

(1) Polymyxzin conient. Remove an
accurately measured representative por-
tion with a suitable syringe, dilute to
a convenient concentration with 10 per-
cent potassium phosphate buffer, pH
6.0. Further dilute to a concentration
of 10 units of polymyxin per milliliter
with 10 percent potassium phosphate
buffer, pH 6.0, and proceed as directed
in § 148p.1(b) (1) of this chapter, except
add to each concentration of the poly-
myxin standard curve a quantity of neo-
mycin fo yield the same concentration
of neomycin as that present when the
sample is diluted to contain 10 units of
Dolymyxin per milliliter. Its content of
polymyxin is satisfactory if it is not
less than 90 percent and not more than

-125 percent of the number of units of

?olymyxin that it is represented to con-
a1n.

(2) Sterility. Use 0.25 milliliter from
each container tested, and proceed as
directed in § 141a.2 of this chapter, ex-
cept that neither penicillinase nor a con-
trol tube is used in the test for bacteria.

(3) pH. Proceed as directed
in § 141a.5(b) of this chapter, using the
undiluted sample.

§ 148i.16 Neomycin sulfate-polymyxin
B sulfate ointment.

(a) Requirements for certification—
(1) Siandards of identity, strength, qual-
ity, and purity. Neomycin sulfate-
polymyxin B sulfate ointment is an oint-
ment containing, in each gram, 3.5 milli-
grams' of neomycin and 5,000 units of
polymyxin B with suitable and harmless
emollients, dispersants, .and preserva-
tives in a suitable and harmless water-
miscible base. The neomycin sulfate
used conforms fo fhe standards pre-
scribed by § 148i.1(a) (1) @, (vi), and
(vil). 'The polymyxin B sulfate used
conforms fo the standards prescribed by
§ 148p.1(a) (1) @), (vi), (vid), and (x)
of this chapter. Each ofher substance
used, if ifs name is recognized in the
U.SP. or N.F,, conforms to the stand-
ards prescribed therefor by such official
compendium.

(2) Labeling. Eachpackage shall bear
on its label or labeling, as hereinafter
indicated, the following:

(i) On the label of the immediate con-
tainer and on the outside wrapper or
container, if any:

(a) The batch mark,

(b). The name and quantity of each
active ingredient contained in the drug.

(¢) An expiration date that is 12
months after the month during which
the batch was certified.

(i) On the lahel of the immediate
container or other labeling attached to
or within the package, adequate direc-
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tlons under which the layman can use
the drug safely and efficaciously.

(3) Reguests for certification; sam-
ples. In addition to the requirements of
§ 1484 of this chapter, each such re-
quest shall contain:

(i) Results of tests and assays on:

(a) The mneomycin sulfate used in
making the bach for potency, pH, and
identity.

- (b) The polymyxin B sulfate used in
making the batch for potency, pH, resi-
due on ignition, and identity.

(¢) The batch for neomycin content
and polymyxin content.

(ii) Samples required:

(@) The neomycin sulfate used-in
making the batch: 10 packages, each
containing approximately 300 milli~
grams.

(b) The polymyxin B sulfate used in
making the batch: 10 packages, each
contammg\ approximately 300 mili-
grams.

(¢) The batch: A minium of 6 im-
mediate containers.

(d) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each package in
the samples submitted in accordance
with subparagraph (3) (ii) (a), (b), and
(@) of this paragraph; $5.00 for each im~
mediate container submitted in accord-
ance with subparagraph (3) (i) (¢) of
this paragraph. :

(b) Tests and methods of assay—(1)
Polency—({1) Neomycin content. Pro-
ceed as directed in § 1481.3(b) (1) (iD).
Its content of neomycin is satisfactory
if it is mot less than 90 percent and not
more than 125 percent of the number of
‘millisrams of neomyecin that it is rep-
resented to contain.

(i) Polymyxin content. Proceed as
directed in § 148p.3(b) (1) of this chap-
ter, except add to each concentration of
the polymyxin standard curve 2 quantity
of neomycin to yield the same concentra-
tion of neomycin as that present when
the sample is diluted to contain 10 units
of polymyxin per milliliter. Ifs content
of polymyxin is satisfactory if it is not
less than 90 percent and not more than
125 percent of the number of units of
polymyxin that it is represented to
contain.

§148i.17 [Reserved]

§ 148i.18 Neomycin sulfa!e polymyxm
B sulfate-hydrocorhsone otic suspen~
sion; neomycin sulfate-polymyxin B
sn]fate-hydrocornsone-sodxum hepa-
rin otic suspension.

(a) Reguirements for certification—
(1) Standards of ideniity, strength, qual-
ity, and purity. Neomycin sulfate-poly-
myxin B sulfate-hydrocortisone otic
suspension is a suspension containing,
in each miililiter, 3.5 millicrams of neo-
Imycin, 10,000 units of polymyxin B, and
10 milligrams of hydrocortisone, ‘in a
suitable and harmless vehicle. Neomy-
cin sulfate-polymyxin B sulfate-hydro-
cortisone-sodium heparin otic suspension
is a suspension containing, in each mil-
Iiliter, 20 milligrams of neomycin, 100,000
units of polymyxin B, 5 milligrams of
hydrocortisone, and 2,000 units of sodium
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heparin, in a suitable and harmless vehi-
cle. 'The preparations may also contain
one or more suitable and harmless buf-
fers, dispersants, and preservatives.
They are sterile. If the vehicle is
aqueous, the pH is not less than 5.5 and
not more than 8.5. If the vehicle is
nonaqueous, the moisture content is not
more than 1.0 percent. The neomycin
sulfate used conforms to the standards
prescribed by §148i.1(a) (1) (1), (vi),
and (vil). The polymyxin B sulfate
used conforms to the standards pre-
seribed by § 148p.1(a) (1), (D, (vi), (viD),
and ¢x) of this chaptnr Each ather
substance used, if its name is recognized
in the U.SP. or N.F., conforms to the
standards prescribed therefor by such
official compendium.

(2) Labeling. It shall be labeled in
accordance with the requirements of
§ 148.3 of this chapter. Its expiration
date is 12 months.

(3) Requests for certification; sam-
ples. In addition to the requirements
of §1484 of this chapier, each such
request shall contain:

() Results of tests and assays on:

(a) The neomycin sulfate used in
making the batch for potency, pH, and
identity.

(b) The polymyxin B sulfate used i.n
making the batch for potency, pH, resi-
due on ignition, and identity.

(¢) The batch, for neomycin content;
polymyxin content; sterility; and either
pH Gf aqueous vehicle), or moisture (if
nonaqueous vehicle).

(i) Samples required:

(a) The neomycin sulfate used in
making the batch: 10 packages, each
containing 300 milligrams.

(b) The polymyxin B sulfate used in
making the batch: 10 packages, each
containing approximately 300 milli-
grams.

(¢) The batch:

(1) For all tests except sterility: A
minimum of six immediate containers.

(2) For sterility testing: 10 immediate
containers.

(d) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each package in
the samples submitted in accordance
with subparagraph (3) (i) (@), (b), and
(@) of this paragraph; $5.00 for each im-
mediate container submitted in accord-
ance with subparagraph (3) @i (e) (1)
of this paragraph; $10.00 for all immedi-
ate containers in the sample submitted
in accordance with subparagraph (3) (ii)
{e) (2) of this paragraph.

(b) Tests and methods of assay— (1)
Potency—(1) Neomycin content. Pro-
ceed as directed in § 1481.8(b) (1), ex-
cept that if the vehicle is nonaqueous
prepare the sample for assay as follows:
Transfer an accurately measured repre-
sentative portion to a high-speed glass
blender. Add 1.0 milliliter of polysor-
bate 80 and sufficient 0.13f potassium
phosphate buffer, pH 8.0, to give a stock
solution of convenient concentration.
Blend 3 to 5 minutes. Further dilute
with 0.1M potassium phosphate buffer,
PH 8.0, to the proper prescribed refer-
ence conceneration. The content of neo-
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myecin is satisfactory if it is not less than
90 percent and not more than 125 per-
cent of the number of milligrams of neo~
mycin that it is represented to contain.

(ii) Polymyxin conient. Proceed as
directed in § 148p.1(b) (1) of this chap-
ter, except: .

(a? Prepare the sample for assay by
either of the following methods:

(1) If the vehicle is aqueous, dissolve
and dilute with 10 percent potassium
phosphate buffer, pH 6.0, to the refer-
ence concentration of 10 units of poly-
myxin per milliliter; or

(2) If the vehicle is nonagqueous,
transfer an accurately measured repre-
sentative portion to a high-speed glass
blender. Add 1.0 milliliter of polysor-
bate 80 and sufficient 10 percent potas-
sium phosphate buffer, pH 6.0, to give
a stock solution of convenient concen-
tration. Blend 3 to 5 minutes. Fur-
ther dilute with 10 percent potassium
phosphate buffer, pH 6.0, to a reference
concentration of 10 units of polymyxm
per milliliter; and

(b) Add to each concentration of the
polymyxin standard curve a quantity of
neomycin to yield the same concentra~
tion of neomycin as that present when
the sample is diluted to contain 10 units
of polymyxin per milliliter.

Its content of polymyxin is satisfactory
if it is not less than 90 percent and not
more than 125 percent of the number
of units of polymyxin that it is repre-
sented to contain.

(2) pH. If its vehicle is aqueous, pro-
ceed as directed in § 141a.5(b) of this
chapter, using the undiluted sample.

(3) Moisture. If its vehicle is non-
agueous, proceed as directed -in § 141a.8
(b) of this chapter..

(4) Sterility. TUsing 0.25 milliliter
from each container tested, proceed as
directed in § 141a.2 of this chapfter, ex-
cept that neither penicillinase nor the
control tube is used in the.test for
bacteria.

§148i.19 Neomyecin sulfate-polymyxin
B sulfate-acetarsone vagmal supposi-
tories.

(a) Requirements for certzﬁcatzonf—
(1) Standards of identity, strength,
quality, end purity. Neomycin sulfate-
polymyxin B sulfate-acetarsone vaginal
suppositories are suppositories composed
of neomyein sulfate, polymyxin B sul-
fate, and acetarsone, with one or more
suitable and hsrmless binders, lubri-
cants, and dispersants in g suitable and
harmless base. Each suppository con-
tains 3.5 milligrams of neomycin, 20,000
units of polymyxin B, and 250 milli-
grams of acetarsone. Its moisture con-
tent is not more than 3.0 percent. The
neomycin sulfate used conforms to the
standards prescribed by § 148i.1(a) (1)
@), (v), (vi), and (vii). The polymyxin
B sulfate used conforms to the standards
preseribed by § 148p.1(a) (1) 1, V),
(vi), (vil), and @(x) of this chapter.
Each other substance used, if its name
is recognized in the U.S.P. or N.F.,, con-
forms to the standards prescribed there-
for by such official compendium.

(2) Labeling. It shall be labeled in
accordance with the requirements of
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§$ 148.3 of this chapter.
date is 12 months.

(3) Request for certification; sam-
ples. In addition to the requirements of
§ 1484 of this chapter, each.such reduest
shall contain:

(1) Results of tests and assays on:

(@) The neomycin sulfate used in
making the batch for potency, moisture,
pH, and identity.

(b) The polymyxin B sulfate used
in making the batch for potency, mois-
ture, pH, residue on ignition, and
identity.

(¢) The batch for neomycin content,
polymyxin content, and moisture.

(il) Samples required:

(@) The neomycin sulfate used in
making the batch: 10 packages, each
containing approximately 300 milli-
grams.

(b) The polymyxin B sulfate used in
making the batch: 10 packages, each
containing approximately 300-- milli-
grams.

(¢) The batch: A minimum of 30
suppositories.

(@) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each package in
the samples submitted in accordance
with subparagraph (3) (i) (@), (B), and
(d) of this paragraph; $1.00 for each
suppository submitted in- accordance
with subparagraph (3) (di)(c) of this
paragraph.

(b) Tests and methods of assay-—(1)
Potency—(i) Neomycin content. Pro-
ceed as directed in § 1481.1(b) (1), except
prepare the sample for assay as follows:
Place a representative number of sup-
positories into a high~speed glass blender
with 1.0 milliliter of polysorbate 80 and
sufficient 0.1 potassium phosphate
buffer, pH 8.0, to give a stock solution of
convenient concentration. Blend 3 to
5 minutes. d
potassium phosphate buffer, pH 8.0, to
the propér presecribed reference concen-
tration. The content of neomycin is
satisfactory if it contains not less than
90 percent and not more than 130 per-
cent of the number of milligrams of
neomyecin that it is represented to con-
tain.

(ii) Polymyzxin conient. Proceed - as
directed in § 148p.1(b) (1) of this chap-
ter, except add to each concentration of
the polymyxin standard curve a quantity
of neomycin to yield the same concentra-
tion of neomycin as that present when
the sample is diluted to contain 10 units
of polymyxin per milliliter, and prepare
the sample for assay as follows: Blend a
representative number of suppositories
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in a high-speed glass blender, with 1.0

milliliter of polysorbate 80 and sufficient
10 percent potassium phosphate buffer,
pH 6.0, to give a stock solution of con-
venient concentration. Further dilute
with 10 percent potassium phosphate
buffer, pH 6.0, to the reference concen-
tration of 10 units of polymyxin per
milliliter. Its content of polymyxin is
satisfactory if it contains not less than
90 percent and not more than 130 per-
cent of the number of units of polymyxin
that it is represented‘to contain.,

Further dilute with 0.1M -

(2) Moisture. Proceed as directed in
§ 1412.8(b) "of this chapter.

§ 148i.20 Neomyein ~ sulfate- polymyxm
{3 sulfate-gramicidin ophthalmic “so-
ution.

(a) Requirements for certification—
(1) Standards of identity, strength,
quality, and purity. Neomycin sulfate-
polymyxin B sulfate-gramicidin oph-
thalmic solution is a solution contain-
ing, in each milliliter, 1.75 milligrams of
neomycin, 5;000 units of polymyxin B,
and 0.025 milligram of gramicidin, and
with one or more suitable and harmless
buffers, dispersants, and preservatives in
a suitable and harmless isotonic aqueous
vehicle. It is sterile. Its pH is not less
than 4.7 and not more than 6.0. 'The
neomycin sulfate used conforms to the
standards prescribed by § 148i.1(a) (1)
(1), (v), (vi), and (vii). The polymyxin
B sulfate used conforms to the stand-
ards prescribed by §148p.1(a) (1) D,
(iv), (vi), (viD), and (ix) of this chapter.
The gramicidin used conforms to the
standards prescribed by § 148£.1(a) (1)

(1), 4, 4v), (v), and (vi) of this chap-~

ter. Bach other substance used, if its
name is recognized in the U.S.P. or N.F.,
conforms to the standards prescribed
therefor by such official compendium.

(2) Labeling. It shall be labeled in .

accordance with the requirements of
§ 148.3 of this chapter. Its expiration
date is 12 months.
. (3) Request for certification; samples.
In addition to the requirements of
§ 148.4 of this chapter, each such request
shall contain: -

(i) Results of tests and assays on:

(a) The neomycin sulfate used in
making the batch for potency, toxicity,
pH, and identity.

(b) The polymyxin B sulfate used in
making the batch for potency, toxicity,
DH, residue on ignition, and identity.

(¢) The gramicidin used in making
the batch for potency, toxicity, residue
on ignition, melting point, crystallinity,
and identity.

(d) The batch for neomycin content,
polymyxin content; gramicidin content,
sterility, and pH.

(ii) Samples required:

(@) The neomycin sulfate used in mak-~
ing the batch: 10 packages, each contain-
ing approximately 300 milligrams.

() The polymyxin B sulfate used in
making the batch: 10 packages, each
containing approximately 300 milligrams.

(¢) The gramicidin used in making the
batch: 10 packages, each containing
approximately 500 milligrams.

(d) The batch: .

(1) For all tests except stenhty A
minimum of 7 immediate containers.

(2) For sterility testing: 10 immediate
containers.

(e) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each package in
the samples submitted in accordance
with subparagraph (3) i) (a), (b), (o),
and (e) of this paragraph; $6.00 for each
immediate container submitted in ac-

“cordance with subparagraph (3) (ii) (d)

(1) of this paragraph; $10.00 for all im~
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mediate containers in the sample sub-
mitted in accordence with subparagraph
(3) (i1) (d) (2) of this paragraph, .

(b) Tests and methods of assay—(1)
Potency—() -Neomycin vontent. Pro-
ceed as directed in § 148i.1(b) (1), except
prepare the sample as follows: Remove
an accurately measured portion and
dilute with 0.1 potassium phosphate
buifer, pH 8.0, to the proper prescribed
reference concentration. The neomyecin
content is satisfactory if it is not less
than 90 percent and not more than 130
pvercent of the number of, milligrams of
neomyecin that iS5 is represented to
contain. N

(i) Polymyzin conieni. Remove an
accurately measured portion and dilute
with 10 percent potassium phosphate
buifer, pH 6.0, to a reference concentra-
tion of 10 units of polymyxin per milli-
liter. Proceed as directed in § 148p.1(b)
(1) of this chapter, ‘except add to each
concentration of the polymyxin standard
curve a quantity of neomyecin to yield the
same concentration of neomyein as that
present when the sample is diluted to
contain 10 units of polymyxin per milli-
liter. If thimerosal is an ingredient ad-
just the -seed layer medium to contain
300 millisrams of thioglycollic acid per
liter. The polymyxin conient is satis-
factory if it is not less than 90 percent
and not more than 130 percent of the
number of units of polymyxin that it is
Tepresented to contain.

(i) Gramicidin content. Proceed as
directed in § 148£.1(b) (1) of this chap-
ter, except to prepare the sample for
‘assay remove a representative sample
with a suitable syringe, place into an ap-
propriate volumetric flask, and dilute
with 95 percent alcohol to give a stock
solution of convenient concentration.
Make proper estimated dilutions in 95
percent alcohol to the reference concen-
tration. The gramicidin- content is
satisfactory if it contains not less than 90
percent and not more than 130 percent of
the number of milligrams of gramicidin
that it is represented to contain.

(2) Sterility. Use 0.25 milliliter from
each immediate container ‘and proceed
as directed in § 141a.2 of this chapter,
except that neither penicillinase nor the
control tube is used in the test for
bacteria. .

(3) pH. Proceed as directed in
§ 141a.5 (b) of this chapter, using the
undiluted sample.

§ 1481.21 Neomycin sulfate-polymyxin
B sulfate-gramicidin-hydrocortisone-
hydroxyamphetamine hydrobromide-
phenylephrine hydrochloride nasal
solution.

(a) Requirements for certification—
(1) Standardsof identity, strength, qual-
ity, and purity, Neomycin sulfate-poly-~
myxin B sulfate-gramicidin-hydrocorti-
sone-hydroxyamphetamine  hydrobro-
mide-phenylephrine hydrochloride nasal
solution is a solution containing, in each
milliliter, 0.6 milligram of neomycin,
2,000 units of polymyxin B, 0.05 milli-
gram of gramicidin, 0.2 milligram of hy-
drocortisone, 5.0 millisrams of hydroxy-
amphetamine hydrobromide, and 1.25
milligrams of phenylephrine hydrochlo-
ride. It contains one or more suitable
and harmless buffers, dispersants, and
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preservatives in an aqueous vehicle. 'The
PH is not less than 5.0 and not more than
6.0. The neomycin sulfate used con-
Torms to the standards prescribed by
§ 148i.1(a) (1) D, (w), (vi), and (vii).
The polymyxin B sulfate used conforms
{0 the standards prescribed by § 148p.1
(a) (1) @), Gv), (vD), (viD), and (xX) of
this chapter. 'The gramicidin used con-
forms to the sftandards prescribed by
§ 148£.1() (1) @D, (D, Gv), V), and
(vi) of this chapter. Each other sub-
stance used, if its name is recognized in
the UBXP. or NF., conforms tothe stand-
ards prescribed by such official compen-
dium.

(2) Labeling. It shall be labeled in

‘accordance with the requirements of

§ 148.3 of this chapter. Its expiration
date is 12 months.

(3) Request for certification; samples.
In addition to the requirements of § 148.4
of this chapter, each such request shall
-contain:

(1) Results of tests and assayson:

(a) The neomycin sulfate used in
making the batch for potency, toxicity,
PH, and identity.

(b) The polymyxin B sulfate used in
making the batch for potency, toxicity,
DH, residue on ignition, and identity.

(¢) The gramicidin used in making the
batch for potency, toxicity, crystallinity,
residue on ignition, melting point, and
identity. . -

(d) The batch for neomyecin content,
gramicidin content, and pH.

(Gi) Samplesrequired:

(a) The neomycin sulfate used in
making the batch: 10 packages, each
containing approximately 309 millicrams,

(b) The polymyxin B sulfate used in
making the batch: 10 packages, each con-
taining approximately 300 milligrams.

(¢) The gramicidin used in making the
batch: 10 packages, each containing ap-
proximately 500 millisrams.

(@) The batch: A minimum of 7 im-
mediate containers,

(e) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing aproximately 5 grams,

(4) Fees. $4.00 for each package in
the samples submitted in accordance with
subparagraph (3) (i) (@), B, (@), and
(e) of this paragraph; $6.00 for each im-
mediate container submitted in accord-
ance with subparagraph (3) Gi)(d) of
this paragraph.

(b) Tests and methods of assay—(1)
Poiency—(i) Neomycin content. Pro-
ceed as directed in § 1481.20(b) (1) (D).
Its content of neomycin is satisfactory if
it is not less than 90 percent and not
more than 125 percent of the number of
milligrams of neomycin that it is repre-
sented to contain.

(ii) Polymyxin content. Proceed as
directed in § 148i.20(b) (1) (ii). Ifscon-
tent of polymyxin is satisfactory if it is
not less than 90 percent and not more
than 140 percent of the number of units
of polymyxin that it is represented to
contain.

(iil) Gramicidin content. Proceed as
directed in § 1481.20(b) (1) (ili). Its con-
tent of gramicidin is satisfactory if it is
not less than 90 percent and not more
than 125 percent of the number of milli-
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grams of gramicidin that it is represented
to contain.

(2) pH. Proceed as directed in
3 141a.5(b) of this chapter, using the un-~
diluted sample.

§ 148i.23* Neomycin sulfate-gramicidin-
________ ophthalmic selution;
neomycin sulfate-gramicidin-
_________ ophthalmic suspension
(the blanks being filled in with the
established name(s) of the other ac-
tive ingredient(s) present in accord-
anee with paragraph (a) (1) of this

section).

(2) Reguiremenits for certification—
(1) Standards of identity, strength, qual-
ity, and purity. 'The drug is a solution
or suspension in a suitable and harmless
aqueous vehicle containing, in each mil-
liliter, the following: :

() 0.66 milligram of neomycin, 0.05
milligram of gramicidin, 1.25 milligrams
of phenylephrine hydrochloride, and 1.25
milligrams of thonzylamine hydrochlo-
ride; or :

(ii) 2.5 milligrams of neomycin, 0.025
milligram of gramicidin, and 1 milligram
of fludrocortisone acetate; or

(iii) 2.5 milligrams of neomycin, 0.025
milligram of gramicidin, and 1.14 milli-
grams of fludrocortisone hemisuccinate.

It may also contain suitable and harmless
buffers, dispersants, irrigants, and pre-
servatives. It is sferile. Its pH is not
less than 5.0 nor more than 7.5. The
neomycin sulfate used conforms to the
standards prescribed by § 148i.1(a) (1)
1), Gv), (vi), and (vil). The grami-
¢idin used conforms o the standards pre-
scribed by § 148£.1(a2) (1) @), G, dw,
and (vi) ‘of this chapter. Each other
substance used, if its name is recognized
in the U.S.P. or N.F.,, conforms to the
standards prescribed therefor by such
official compendium.

(2) Labeling. It shall be labeled in
accordance with the requirements of
3 148.3 of this chapter. Its expiration
date is 12 months.

(3) Requests for certification; samples.
In addition to the requirements of § 148.4
of this chapter, each such request shall
contain:

(1) Results of tests and assayson:

(@) The neomycin sulfate used in
making the batch for potency, toxicity,
PH, and identity.

{b) The gramicidin used in making
the batch for potency, toxicity, crystal-
linity, residue on ignition, melting point,
and identity.

(¢) The batch for neomycin content,
gramicidin content, sterility, and pH.

(ii) Samples required:

(a) The neomycin sulfate used in mak-
ing the batch: 10 packages, each contain-~
ing approximately 300 milligrams.

(b) The gramicidin used in making the
batch: 10 packages, each containing ap-

- proximately 500 milligrams.

(¢) Thebatch:

(1) For all tests except sterility: A
minimum of 6 immediate containers.

(2) For sterility testing: 10 immediate
containers.
. (d) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.



11680

(4) Fees. $4.00 for each package in
the samples submiited in accordance
with subparagraph (3) (i) (), (®), and
(d) of this paragraph; $5.00 for each
immediate container submitted in ac-

cordance with subparagraph (3) (i) (¢)-

(1) of this paragraph; $10.00 for all im-
mediate- containers in the sample sub-
mitted in accordance with subparagraph
(3) (i) () (2) of this paragraph.

(b) Tests and methods of assay—(1)
Potency—@1) Neomycin content. Pro-
ceed as directed in § 1481.20(b) (1) (1).
The neomycin content is satisfactory if
it is not less than 90 percent and not
more than 130 percent of the number of
milligrams of neomycin that it is repre-
sented to contain.

(i) Gramicidin content. Proceed as
directed in § 148i.20(b) (1) (iii). 'The
content of gramicidin is satisfactory if
it is not less than 90 percent and not
more than 130 percent of the number of
millisrams of gramicidin that it is repre-
sented to contain.

(2) Sterility., Using 0.25° milliliter
from each container, proceed as directed
in § 141a.2 of this chapter, except that
neither penicillinase nor the ‘control tube
is used in the test for bacteria.

(3) opH. Proceed as directed iIn
§ 141a.5(b) of this chapter, using the
undiluted sample.

§ 148i.24 Neomyecin sulfate-gramicidin-
hydrocortisone-thonzylamine hydro-
chloride-thonzonium bromide otic
solution.

(a) Requiremenits for certification—
(1) Standards of identity, strength,
quality and purily. Neomycin sulfate-
gramicidin - hydrocortisone - thonzyl-
amine hydrochloride-thonzonium bro-
mide otic solution is a solution contain-
Ing, in each milliliter, 0.66 millisram of
neomycin, 0.05 milligram of gramicidin,
0.2 milligram of hydrocortisone, 10 milli-
grams of thonzylamine hydrochloride,
and 0.5 milligram of thonzonium bro-
mide, with one or more suitable and
harmless buffers, dispersants, and pre-
servatives, in a suitable and harmless
isotonic aqueous vehicle., It is sterile.
The pH is not less than 5.0 and not more
than 6.0. The neomycin sulfate used
conforms to the standards prescribed by
§ 1481.1(a) (1) (D), (vi), and (vii). The
gramicidin used conforms to the stand-
ards prescribed by §148£f1(a) (1) @),
(iv), (v), and (vi) of this chapter. Each
other substance, used, if its name is rec-~
ognized in the U.S.P. or N.F., conforms to
the standards prescribed therefor by such
official compendium.

(2) Labeling. It shall be labeled in
gccordance with the requirements of
§ 148.3 of this chapter. Its expiration
date is 12 months.

(3) Requests for certification; samples.
In addition to the requirements of § 148.4
of this chapter, each such request shall
contain:

(1) Results of tests and assayson:

(@) The neomycin sulfate used in
making the batch for potency, pH, and
identity.

(b) Thegramicidin used mmakmg the
batch for potency, crystallinity, residue
on ignition, melting point, and identity.

(e) The batch for neomycin content,
gramicidin content, sterility, and pH.
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(ii) Samples required: -

. (@) The neomycin sulfale used in
making the batch: 10 packages, each
containing approximately 300 milli-
grams.

(b) The gramicidin used in making
the batch: 10 packages, each containing
approximately 500 millisrams.

(¢) Thebatch: )

(1) For all tests except sterility: A
minimum of six immediate containers.

(2) Por sterility: 10 immediate con-
tainers.

(d) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams,

(4) Fees. $4.00 for each package in
the samples submitted in accordance
with subparagraph (3) ii) (a), (b), and
(d) of this paragraph; $5.00 for each im~
mediate container submitted in accord-
ance with subparagraph (3) (ii) (e) (1)
of this paragraph; $10.00 for all immedi-
ate containers in the sample submitted
in accordance -with subparagraph (3)
(ii) (e) (2) of this paragraph.

(b) Tests and methods of assay—(1)
Potency—(1) Neomycin content. Pro-
ceed as directed in § 148i.20(b) (1) ().
‘The neomycin content is satisfactory if

it is not less than 90 percent and not

more than 140 percent of the number of
millierams of neomycin that it is repre-
sented to contain.

(ii) Gramicidin content. Proceed as

directed in § 1481.20(b) (1) (dii). The

gramicidin content is sgtisfactory if it is

not less than 90 percent and not more

than 140 percent of the number of milli-

grams of gramicidin that it is repre-

sented to contain. -

(2) Sterility. Use 0.25 milliliter from
each immediate container and proceed
as directed in § 1412a.2 of this chapter, ex~
cept that neither pemcﬂlma,se nor the
control tube is used in the test for bac-
teria.

(3) pH. Proceed as directed in
§ 141a.5(b) of this chapter, using the
undiluted sample.

§ 148i.25 Neomycin sulfate-gramicidin-
triamecinolone acetonide lotion; neo-
mycin sulfate-gramicidin-fludrocorti«
sone acetate lotion.

* (a) Requirements for certification—

-(1) Standards of identity, strength, qual-

ity and purity. The drug is o lotion con-
taining, in each milliliter, 2.6 milligrams
of neomycin, 0.25 milligram of grami-
cidin, and either 1 milligram of triamci-
nolone acetonide or 1 milligram-of flu-
drocortisone acetate, with one or more
suitable and harmiless emollients, buffers,
dispersants, and preservatives, in a suit-
able and harmless lotion base. ‘The neo-
myecin sulfate used conforms to the
standards prescribed by § 148i.1(a) (1)
(i), (vD),and (vii). The gramicidin used
conforms to the standards prescribed by
§ 148f.1(a) (1) (D, (i), (v), and (vi) of
this chapter. Each other substance used,
if its name is recognized in the U.S.P. or
N.F., conforms to the requirements pre-
scnbed therefor by such official com-
pendium. -

(2) Labeling. Itshall belabeled in ac-
cordance with the requirements of § 148.3,
of this chaptér. Its expnatlon date is
12 months.

. -(3) . Requests for certification; samples.
In addition to the requirements of § 148.4
of this chapter, each such request shall

“contain:

(1) Results of tests and assayson:

(a) The neomycin sulfate used in
making the batch for potency, pH, and
identity. -

(b) The gramicidin used in making the
batch for potency, crystallinity, residue
on ignition, melting point, and identity.

(¢) The batch for neomyein content
and gramicidin content.

(ii) Samples required:

(a) The neomycin sulfate used in
making the batch: 10 packages, each
containing approximately 300 milli-
grams.

(b) The gramicidin used in making
the batch: 10 packages, each contain-
ing approximately 500 milligrams.

(¢) The batch: A minimum of 6 im-
mediate containers.

(d) In case of an initial request for
certification, each other substance used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each package in
the samples submitted in accordance
with subparagraph (3) (ii) (@), (b), and
(@) of this paragraph; $5.00 for each
immediate container submitted in ac-
cordance with subparagraph (3) (ii) (e)
of this paragraph.

() Tests and methods of assay—(1)
Polency—(@1) Neomycin content. Pro-
ceed as directed in § 148i.10(b) (1). Its
neomycin content is satisfactory if it is
not less than 90 percent and not more
than 140 percent of the number of milli-
grams of neomyecin that it is represented
to contain.

(i) Gramicidin content. Proceed as

" directed in § 148£.1(b) (1) of this chap-

ter, except prepare the sample by placing
an accurately measured representative
portion into a high-speed glass blender
.with sufficient 95 percent alcohol to give
a stock solution of convenient concen-
tration. Blend 3 to 5 minutes. Make
proper estimated dilutions in 95 percent
alcohol to the reference concentration.
Its gramicidin content is satisfactory if
it is not less than 90 percent and nop- _
more than 140 percent of the number of
milligrams of gramicidin that it is rep-
resented fo contain.

§ 148i.26 Neomycin sulfate-gramicidin
ointment; neomycin sulfate-gramlcx-
dm-trnamcmolone acetonite oint-
ment; neomycin sulfate-gramicidin-
fludrocortisone acetate ointment.

(a) Requirements for certification—
(1) Standards of identity, strength,
quality, and purity. Neomycin sulfate-
-gramicidin ointment is an ointment con-
taining, in each gram, 2.5 millisrams of
neomyein and 0.25 milligram of grami-
cidin. Neomycin sulfate-gramicidin-tri-
amcinolone acetonide ointment is an
ointment containing, in each gram, 2.5
milligrams of neomycin, 0.25 milligrams
of gramicidin, and 1.0 milligram of tri-
amcinolone acetonide. Neomycin sul-
fate-gramicidin-fludrocortisone acetate
ointment is an ointment containing, in
each gram, 2.5 milligrams of neomycin,
0.25 milligram of gramicidin, and 1.0
Jilligram of fludrocortisone acetate.
Their moisture content is not more than
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1.0 percent. The neomycin sulfate used
conforms to the standards prescribed by
§ 148i.1(a) (1) (D, (v), (wi), and (viD),
and in addition if it is used in the prep-
aration of an ophthalmic ointment, par-
agraph (a) (1) (iv) of that section. The
gramicidin used conforms to the stand-
ards prescribed by § 148f.1(a) (1) @,
(iiy, v), (v), and (vi) of this chapter,
and in addition if it is used in the prep~
aration of an ophthalmic ointment,
paragraph (a)(1)¢i) of that section.
Each other substance used, if its name
is recognized in the U.S.P. or N.F., con~
forms to the standards prescribed there~
for by such official compendium.

(2) Labeling.  If it contains a steroid
or it is intended for ophthalmic use, it
shall be labeled in accordance with the
requirements of § 148.3 of this chapter,
and its expiration date is 12 months. If
it does not confain 'a steroid or it is
not intended for ophthalmic use, each
package shall bear on ifs Iabel or label-
ing, as hereinafter indicated, the follow-
ing:
(1) On thelabel of the immediate con-
tainer and on the outside wrapper or
container, if any:

(@) The batch mark.

(b) The name and quantity of each
“active ingredient contained in the drug.

(¢) An expiration date that is 12
months after the month during which
the batch was certified.

(i) On the label of the immediate
container or other labeling attached to
or within the package, adequate direc-
tions under which the layman can use
the drug safely and efficaciously.

(3) Requests for certification; samples.
In addition to the requirements of § 148.4
of this chapter, each such request shall
contain:

(1) Results of tests and assays on:

(@) The neomycin sulfate used in
making the batch for potency, moisture,
PH, and identity, and in addition, if it
is used in the preparation of an ophthal-
mic ointment, for toxicity.

(D) The gramicidin used. in making
the batch for potency, moisture, residue
on ignition, melting point, crystallinity,
and identity, and in addition, if it is used
in the preparation of an ophthalmic oint-
ment, for toxicity.

(¢) The batch for neomycin content,
gramicidin content, and moisture.

(i) Samples required:

(@) The neomyein sulfate used in
making the batch: 10 packages, each
containing approximately 300 - milli-
grams.

(0) The gramicidin used in making
the batch: 10 packages, each containing
approximately 500 miligrams.

(c) The batch: A minimum of six im-
mediate containers.

(d) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each package in
the samples submitted in accordance
with subparagraph (3) (i) (a), (b), and
(@) of this paragraph; $5.00 for each
immediate ‘container submitted in ac-
cordance with subparagraph (3) (ii) (¢)
of this paragraph.

FEDERAL REGISTER

(b) Tests and methods of assay—(1)
Potency—(i) Neomycin content. Pro-
ceed as directed in § 148i.3(b) (1). Its
content of neomycin is satisfactory if it
is not less than 90 percent and not more
than 140 percent of the number of milli-
grams of neomycin that it is represented
to contain.

(ii) Gramicidin content. Proceed as
directed in § 148£.1(b) (1) of this chapter,
except prepare the sample for assay by
the following method: Place an accu-
rately weighed representative portion
into a separatory funnel. Dissolve the
ointment in 50 milliliters of n-hexane.
Extract this solution with four 50-milli-
liter portions of 80 percent alcohol.
Collect the extractives in a 250-milliliter
volumetric flask, bring to volume with
80 percent alcohol, and mix well. From
this stock solution, dilute an aliquot with
95 percent alcohol to reference concen-
tration. ’

Its content of gramicidin is satisfactory
if it is not less than 90 percent and not
more than 140 percent of the number
of milligrams of gramicidin that it is
represented to contain.

(2) Moisture. Proceed as directed in
§ 141a.8(b) of this chapter.

§ 1481.27 Neomycin sulfate-gramicidin-
triamcinolone acetonide cream.

(a) Requirements for certification—
(1) Standards of identity, strength,
quality, and purity. Neomyecin sulfate-
gramicidin-triameinolone acetonide
cream is a cream containing 2.5 milli-
grams of neomyecin, 0.25 milligram of
gramicidin, and 1.0 milligram of .triam-
cinolone acetonide per gram, with one
or more suitable and harmiless emolli-
ents, dispersants, and preservatives in a
suitable and harmless cream base. The
neomycin sulfate used conforms to the
standards preseribed by §148i.1(a) (1)
(I, v, and (vil). The gramicidin
used conforms to the standards pre-
scribed by § 148f.1(a) (1) 1), dv), W,
and-~(vi) of this chapter. Each other
substance used, if its name is recognized
in the US.P. or N.F,, shall conform to
the standards prescribed therefor by
such official compendium. .

(2) Labeling. It shall be labeled in
accordance with the requirements pre-
scribed by § 148.3 of this chapter. Its
expiration date is 12 months. -

(3) Requests for certification; sam-
ples. In addition to the requirements of
§ 148.4 of this chapter, each such request
shall contain: :

(i) Results of tests and assays on:

(@) The neomycin sulfate used in
making the batch for potency, pH, and
identity. :

(b) The gramicidin used in making
the batch for potency, residue on igni-
tion, melting point, crystallinity and

"identity.

(¢) The batch for neomyecin content
and gramicidin content.

(ii) Samples required:

(@) The neomycin sulfate used in
making the batch: 10 packages, eac
containing approximately 300 milli-
grams.

(b) The gramicidin used in making
the batch: 10 packages, each containing
approximately 500 milligrams.
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(¢) The batch: A minimum of six im-
mediate containers.

" (@) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of -
each containing approximately 5 grams.

(4) Fees. $5.00 for each immediate
container in the samples submitted in ac-
cordance with subparagraph (3) (i (e)
of this paragraph; $4.00 for each pack-
age in the samples submitted in accord-
ance with subparagraph (3) (i) (@), (),
and (d) of this paragraph.

(b) Tests and methods of assay; po-
tency—(1) Neomycin content. Proceed
as directed in § 1481.4(b) (1). Its neo-
mycin content is satisfactory if it is not
less than 90 percent and not more than
140 percent of the number of milligrams
of neomycin that it is represented to
contain.

(2) Gramicidin content. Proceed as
directed in § 148£.1(b) (1) of this chap-
ter, except to prepare the sample for
assay proceed as follows: Place an accu-
rately weighed representative portion
into a high-speed glass blender and add
sufficient 95 percent alcohol to give a
stock solution of convenient concentra-
tion. Blend 3 to 5 minutes. Make
proper estimated dilutions of an aliquot
to the reference concentration with gs
percent alcohol. Its content of grami-
cidin is satisfactory if it is not less than
90 percent and not more than 140 per-
cent of the number of milligrams of
gramicidin that it is represented to con-
tain.

§ 148i.28 [Reserved]
§ 148i.29 Neomjycin sulfate-nystatin tab-
lets.

(a) Reaquirements for certification—
(1) Standards of identity, strength,
quality, and purity. Neomycin sulfate-
nystatin tablets are tablets containing
350 milligrams of neomycin and 125,000
units of nystatin per tablet, with suita-
ble and harmless binders, lubricants, and
colorings. ‘The moisture content is not
more than 10 percent. They shall dis-
integrate within 1 hour. The neomycin
sulfate used conforms to the standards
prescribed by -§ 148i.1(a) (1) (D, Gw),
(v), (vi), and (vii). The nystatin used
conforms to the standards prescribed by
§ 148k.1(a) (1) of this chapter. Each
other substance used, if its name is rec-
pgnized in the U.S.P. or N.F., conforms
to the standards prescribed therefor by
such official compendium.

(2) Labeling. It shall be labeled in
accordance with the requirements of
§ 148.3 of this chapter. Its expiration
date is 12 months.

(3) Requests for certification; sam-
ples. In addifion to the requirements
of § 148.4 of this chapter, each such re-
quest shall contain:

(i) Results of tests and assays on:

(a) The neomycin sulfate used in
making the batch for potency, toxicity,
moisture, pH, and identity.

(b) The nystatin used in making the
batch for potency, toxicity, moisture,
pH, and identity.

(¢) The batch for neomycin content,
nystatin content, moisture, and disinte-
gration time.

(i) Samples required:
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(@) The neomycin sulfate used in
making the batch: 10 packages, each con-
taining approximately 300 milligrams.

(b) The nystatin used in making the

batch: 10 packages, each containing ap-'

proximately 300 millisrams.

(c) Thebatch:

(1) For all tests except disintegration
time: A minimum of 30 tablets.
. t(.‘2) For disintegration time: Six tab-
ets.

(d) In case of an initial request for

certification, each other ingredient used
in making the batch: One package of
each consisting of approximately 5
grams. .

(4) Fees. $1.00 for each tablet sub-
mitted in accordance with subparagraph
(3) (i) (c) (I) of this paragraph; $3.00
for all tablets submitted in accordance
with subparagraph (3) (ii) (¢) (2) of this
paragraph; $4.00 for each package in the
samples submitted in accordance with
subparagraph (3) (i) (@), (B, and (D)
of this paragraph.

(b) Tests and methods of assay—(1)
Potency—(1) Neomycin content. Pro-
ceed as directed in § 148i5(b)(1). Its
content of neomycin is satisfactory if it
is not less than 90 percent and not more
than 120 percent of the number of milli-
erams of neomyein that it is represented
to contain. . N

(ii) Nystatin content. Proceed as di~
reeted in § 148k (b) (1) of this chapter.
Its content of nystatin is satisfactory if
it is not .Jess than 90 percent and not
more than 120 percent of the number of
units of nystatin that it is represented

. to contain.

(2) Moisture. Proceed as directed in
§ 141a.5(a) of this chapter.

(3) Disintegration itime. Proceed as
directed in § 1412.9(c) of this chapter.

Effective date. 'This order shall be-

come effective 60-days from the date of
its publication in the FEDERAL REGISTER.

(Sze. 507, 59 Stat. 463 as amended; 21 TUS.C.
357)
Dated: August 7, 1964. .
GEeo. P, LARRICK,
Commissioner of Food and Drugs.

[F.R. Daoc, 64-8142; Filed, Aug. 13, 1964;
8:45 a.m.]

ANTIBIOTIC’ DRUGS; TESTS 'AND
METHODS OF ASSAY AND CERTI
FICATION

Miscellaneous Amendmenis

The Commissioner of Food and Drugs
has evaluated the views and comments -
received in response to the notices of pro-
posed rule-making published in the
FepeEraL REGisTER of May 11 and May 15,
1963 (28 F.R..4769, 4846), and has con-
cluded that the following regulations
should issue for the certification of cer-
tain antibiotic drugs subject to the Drug
Amendments of 1962 (76 Stat. 785-787;
Public Law 87-781), Therefore, pursu-
ant to the provisions of the Federal Food,
Drug, and Cosmetic Act (sec. 507, 59 Stat.
463 as amended; 21 U.S.C. 357), and
under the authority delegated to him by
the Secretary of Health, Education, and
Welfare (21 CFR 2.90; 29 FR. 471), Title
21 is amended by adding thereto the new
sections set forth below:
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PART 148b—AMPHOTERICIN
§ 148b.3 Amphotericin Blotion.

(a) Requirements for certification—
(1) Standards of identity, strength, qual-
ity, and purity. Amphotericin B lotion
is composed of-amphotericin B in a’'suit-
-able and harmless lotion vehicle. It com-
tains suitable and harmless emollients;
emulsifiers, coloring agents, diluents,
preservatives, and perfumes. It contains
30 mniillisrams of amphotericin B. per
milliliter. Its pH is not less than 5.0 and
not more than 7.0. The amphotericin B
used conforms to the standards pre-
seribed by § 148b.1(a) (1) ), (i), (v,
(vi), and (vil). Each other ‘substance
used if its name is recognized in the
U.S.P. or N.F,, conforms to the standards

prescribed therefor by such ofﬁcml com-~,

pendium.

(2) Labeling. It shall be Iabeled in

accordance with the requirements- of
§ 148.3 of this chapter. Its expiration
date is 12 months.
. (3) Request for certiﬁcatz‘on. In ad-
dition to the requirements of § 148.4 of
this chapter, each such request shall
contain:

(1) Results of tests and assaysSon:

(@) The amphotericin B used in mak-
ing the batch for potency, amphotericin
A content, pH, residue on 1gmt1on, and
identity.

(b) The batch for poténcy and pH.

(ii) Samples required:

(@) The amphotericin B used in mak-
ing the batch: 10 packages, each con-
taining not less than 500 millisrams. -

_ (b) The batch: A minimum of 5 im-
mediate containers.

~ (¢) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each consisting of 5 grams.

(4) Fees. $4.00 for each package or
immediate container submitied in ac-
cordance with subpa.ragraph (3) () of
thisparagraph.

(b) Tests and methods of assay-—(l)
Potency. Transfer a 2-milliliter aliquot,
accurately measured, into a 250-milliliter
volumetric flask. Dissolve in 98 milli-
liters of dimethyl suifoxide and shake for
10 minutes on & mechanical shaker.
Dilute an aliquot with dimethyl sulfoxide

. to a concentration of 20 micrograms of

amphotericin B per milliliter. Further
dilute an aliquot in 0.2 potassium phos-
phate buffer, pH 10.5, to a concentration
of 1 microgram of amphotericin B per
milliliter. Proceed as directed in § 148b.1
(b) (1). The amphotericin B content is
satisfactory if it contains not less than
90 percent and not more than 125 percent
of the number of milligrams of ampho-
tericin B per milliliter that it is repre-
sented to contain. .

(2) pH. Proceed as directed in § 141a.5
(b) of this chapter, using the undiluted
solution,

\

. PART 148¢—COLISTIN

§ 148c.5 Sodium colistimethate for in-
_tramuscular use.

(a) Requirements -for certification—
(1) Standards of identity, strength, qual-
ity, and purity. Sodium colistimethate
for intramuscular use is a dry mixture of

* this antibiotic and dibucaine hydrochlo-

ride, with or without a suitable and
harmless buffer substance. It contains
either 30 milligrams of colistimethate
and 2 millisrams of dibucaine hydro-
chloride or 150 millisrams of colisti-
methate and 8 milligrams of dibucaine
hydrochloride per vial. It is sterile. It
is nonpyrogenic. It is nontoxic. When
reconstituted as directed in the labeling,
its pH is not less than 5.5 and not more
than 6.5. -Its moisture content is not
more than 9 percent. The sodium
colistimethate used conforms to the
standards. prescribed by § 148c.4(a) (1)
D, v, vD, (vid), (viil), and Ix).
Each other substance used, if its name is '.
recoghized in the U.S.P. or the N.F., con-~
forms to the standards prescribed there-
for by such official compendium.

(2) Labeling. It shall be labeled in
accordance with the requirements of
§ 148.3 of this chapter. Its expiration
date is 12 months. :

(3) Request for certification. In ad-

_dition to the requirements of § 148.4 of

this chapter, each such request shall
contain: - i

(1), Resulis of tests and assays on:

(a) The sodium colistimethate used in
making the bateh for potency, histamine,
PH, moisture, heavy metals, and identity.

(b) The batch for potency, steriIity,
toxicity, pyrogens, moisture, and pH."

(ii) Samples required:

(e) The sodium -colistimethate used
in making the batch: 10 containers, each
containing approximately 500 milligrams.

(b)Y Thebatech:

(1) For all tests except sterility: A
minimum of 10 immediate containers.

(2) For sterility testing: 10 mmediate
containers,

(¢} In case of an initial request for
certification, each other ingredient used”
in making the batch: One package of
each confaining approximately 5 grams.

(4) Fees. $5.00 for each- container
submitted in accordance with subpara~
graph (3) (i) (b) (1) of this paragraph;
$4.00 for each container submitted in ac~
cordance with subparagraph (3) (ii) (a)
and (¢) of this paragraph; $10.00 for all
containers submitted in accordance with
subparagraph (3) (i) (b) (2) of this para-
graph. !

(b) Tests and methods of assay—(1)
Potency. Proceed as directed in § 148c.-
4(b) (1), after suspending the drug as di-
rected in the labeling and removing the
entire contents of each vial with a syringe
and needle. Its contents of colistimeth-
ate is satisfactory if it is not less than
90 percent and not more than 115 per-
cent of the number of milligrams of
colistimethate that it is represented to
contain.

(2) Sterility. Proceed as directed jin
§ 148¢.4(b)-(2), using the entire contents
of each immediate contfainer.

(3) Pyrogens. Proceed as directed in
§ 148c.4(b) (3).

(4) Toxicity. Proceed as directed in
§ 148c.4(b) (4).

(5) Moisture. Proceed as directed in
§ 1412.5(a) of this chapter.

(6) pH. Proceed as° directed In
§ 141a.5(b) of this chapter, using the
solution prepared as directed in the
labeling,
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PART 148i—NEOMYCIN SULFATE
§ 148i1.32 Neomycin palmitate.

(a) Requirements for certification—
(1) Standards of identity, strength,
quality, and purity. Neomycin palmi-
tate is the palmitate salt of a kind of
neomycin or g mixture of two or more
such salts, It is so purified and dried
that:

(i) It has a potency of not less than
180 micrograms of neomycin per milli-

am.

(ii) Its moisture content is not more
than 5 percent.

(iii) The pH of a solution containing
50 milligrams per milliliter in 80 percent
methyl alcohol is not less than 6.5 and
not more than 7.5. '

(iv) It exhibits a positive identity
test for neomycin and meets a specified
melting range for palmitic acid which
is derived from the palmitate salt.

(2) Labeling. It shall be labeled in
accordance with the requirements of
§ 148.3(b) of this chapter. Its expira-
tion date is 12 months.

(3) Requests for certification. In ad-
dition to the requirements of § 148.4 of
this chapter, each such request shall
contain:

(i) Results of tests and assays on the
batech for potency, moisture, pH, and
identity.

(ii) Samples required: 10 packages,
each containing approximately 300 milli-
grams.

(4) Fees. $4.00 for each package in
the samples submitted in accordance
with subparagraph (3) (i) of this para-
graph. ~

(b) Tests and methods of assay—
(1) Potency. Proceed as directed in
§ 148i.1(b) (1) (i), except prepare the
sample in the following manner: Blend

* an accurately weighed sample of approx-

imately 30 milligrams in 19.0 milliliters of
methyl aleohol plus 1.0 milliliter of poly-
sorbate 80. TUse a high-speed glass
blender. Transfer dropwise a 1.0 milli-
liter aliquot into that volume of 0.1M
potassium phosphate buffer, pH 8.0,
which will give a final (estimated) con-
centration of 1.0 microgram of neomycin
per milliliter.

(2) Moisture. Proceed as directed in
§ 141a.5¢a) of this chapter.

(3) pH. Proceed as directed in § 141.a-
5(b) of this chapter, except prepare a
solution containing 50 milligrams per
milliliter in 80 percent methyl alcohol.

(4) Identity—(i) Neomycin., Add 1
gram of neomycin palmitate to 50 milli-
liters of methyl alcohol in a 100-milliliter
beaker. Stir, and heat carefully to
about 35° C. fo dissolve. After the neo-
mycin palmitate is in solution, carefully
adjust the solution to pH 5.8+0.2 by
the dropwise addition of sulfuric acid.
Stir the solution while adding the acid.
Allow to stand one-half hour., Filter
off the precipitate and wash it with 5-8
milliliters of methyl alcohol. Save the
entire methyl alcohol filtrate. Dry the
precipitate thoroughly in an oven nof
exceeding 60° C. After drying, powder
the material if necessary, transfer about
10 milligrams to a test tube (19 milli-
meters x 150 millimeters) and dissolve
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in 1 milliliter of water, and add 5 milli-
liters of 40 percent sulfuric acid solution.
Heat in a boiling water bath 100 minutes.
Allow to cool. Dilute to & volume of 25
milliliters with distilled water. Adjust
a suitable recording ultraviolet spectro-
photometer to zero absorbance from 220
my to 300 mg, using an 8 percent sulfuric
acid solution and 1-centimeter cells.
Record the spectrum of the sample solu~
tion between these wavelengthséAéI'lggz
it

(A232)
should not be less than 1,20 and not
more than 1.50.
(ii) Palmitate. Evaporate to dryness
the methyl alcohol filtrate obtained from
the procedure described in subdivision
(i) of this subparagraph. Dry the solid
in vacuum for 2 hours at 40° C. Deter-
mine the melting point of the dried ma-
terial. The melting point is not less
than 57.0° C. nor more than 61.0° C.
'This indicates the purity of palmitic acid
~derived from neomycin palmitate.

§ 148i.33 Neomycin palmitate-hydrocor-
tamate hydrochloride ointment with
proteolytic enzymes.

“(a) Requirements for certification—
(1) Standards of identity, strenglh,
quality, and purity. Neomycin palmi-
tate-hydrocortamate hydrochloride oint-
ment with proteolytic enzymes contains,
in each gram, 3.5 milligrams of neomy-
cin, 1.25 milligrams of hydrocortamate
hydrochloride, and 10,000 suitable units
of proteolytic enzyme activity, in a suit-
able and harmless ointment base. The
moisture content is not more than 1.0
percent. The neomycin palmitate used
conforms to the requirements of § 148i.32
(a) (1). . BEach other substance used, if
its name is recognized in the U.S.P. or
N.F., conforms to the standards pre-
seribed therefor by such official com-
pendium.

(2) Labeling. It shall be labeled in
accordance with the requirements of
§ 148.3 of this chapter. Ifs expiration
date is 12 months.

(3) Requests for certz‘ﬂca(,‘z'on. In ad-
dition to the requirements of § 148.4 of
this chapter, each such request shall
contain:

(i) Results of tests and assays on:

(@) ‘The neomycin palmitate used in
making the batch for potency, moisture,
PH, and identity.
tux('b) The batch for potency and mois-

€. )

(ii) Samples required:

(a) The neomycin palmitate used in
making the batch: 10 packages, each
containing approximately 300 milli-
grams.

(b) The batch: A minimum of five

- immediate containers. .

(¢) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each confaining approximately 5 grams.

(4) Fees. $4.00 for each package in
the samples or each immediate container
submitted in accordance with subpara-
graph (3) (ii) of this paragraph.

(b) Tests and melthods of assay—(1)
Potency. Proceed as directed in § 148i.32
(b) (1), except prepare the sample for
assay as follows: Place approximately 1

ratio of the two absorbancies
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gram of the ointment, accurately
weighed, in a high-speed glass blender
with 1.0 milliliter of polysorbate 80 and
99.0 milliliters of absolute methyl alco-
hol. Blend 3 to 5 minutes. Make
proper estimated dilutions in 0.1M po-
tassium phosphate buffer, pH 8.0, to the
reference concentration. The neomycin
content is satisfactory if it is not less
than 90 percent and not more than 115
percent of the number of millisrams of
?eomycin that it is represented to con-
ain,

(2) Moisture. Proceed as directed in
§ 1412.8(b) of this chapter.

§ 148i.34 Neomyecin sulfate-polymyxin
B sulfate-gramicidin-benzocaine oint-
ment.

(a) Requirements for certification—
(1) Standards of identity, strength,
quality, and purity. Neomycin sulfate-
polymyxin B sulfate-gramicidin-benzo-
caine ointment is neomycin sulfate, poly-
myxin B sulfate, gramicidin, and benzo-
caine, with suitable and harmless pre-
servatives, in white pefrolatum. Each
gram contains 3.5 milligrams of neomy-
cin, 2,000 units of polymyxin B, 0.25 milli-
gram of gramicidin, and 10 milligrams
of benzocaine. The moisture content is
nof more than 1.0 percent. The neomy-
cin sulfate used conforms to the stand-
ards prescribed by § 148i.1(a) (1) ),
), (vi), and (vii). The polymyxin B
sulfate used conforms to the standards
prescribed by §148p.1(a) (1) @), (V),
(vi), (viD), and (ix) of this chapter. The
gramicidin used conforms to the stand-
ards prescribed by § 148f1(2) (1) (D,
(iii), (iv), (v), and (vi) of this chapter.
Each other ingredient used, if its name
is recognized in the U.S.P. or N.F, con-
forms to the standards prescribed there-
for by such official compendium.

(2) Labeling. Each package shall
bear on its label or labeling, as herein-
after indicated, the following:

(i) On the label of the immediate con-
tainer and on the outside wrapper or
container, if any:

(a) The batch mark.

(b) The name and quantity of each
active ingredient contained in the drug.

(c) An expiration date that is 12
months after the month during which
the batch was certified.

(ii) On the label of the immediate
container or other labeling attached to
or within the package, adequate direc-
tions under which the layman can use
the drug safely and efficaciously.

(3) Requests for certification; sam-
ples. In addition to the requirements of
§ 148.4 of this chapter, each such request
shall contain:

(1) Results of tests and assays on:

() The neomycin sulfate used in
making the batch for potency, moisture,
pH, and identity.

(b) The polymyxin B sulfate used in
making the batch for potency, moisture,
PH, residue on ignition, and identity.

(¢) The gramicidin used in making
the batch for potency, moisture, residue
on ignition, melting poi/nt, crystallinity,
and identity.

(d) The batch for neomycin content,
polymyxin B contenf, gramicidin con-
tent, and moisture.
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(ii) Samplesrequired:

(@) The neomycin sulfate used in
making the batch: 10 packages, each
containing approximately 300 mllh-
grams.

(b) The polymyxin B sulfate used in
making the batch: 10 packages, each:
containing approximately 300 milli-
grams.

(¢) The gramicidin used in making.

the batch: 10 packages, each confaining
approximately 500 millisrams.

(d) The batch: A minimum of seven
immediate containers.

(e) In case of an initial request for
certification, each other ingredient used

in making the batch: One package of -

each containing approximately 5 grams.

(4) Fees. $6.00 for each immediate
container submitted in accordance with
subparagraph (3) (ii) (d) of this para-
graph; $4.00 for each package in the
samples submitted in accordance with
subparagraph (3) (i) (@), (M, (¢), and
(e) of this paragraph.

(b) Tests and methods of assay——(1)
Potency—(i) Neomycin content. Pro-
ceed as directed in § 148i.3(b) (1) (@) or
(ii).. ‘The content of nemoycin is satis-
factory if it is not less than 90 percent
and not more than 120 percent of the
number of milligrams of neomycin that
it is represented to contain.

(ii) Polymyzin B content. Proceed as
directed in § 148i.16(b) (1) (ii) of this
chapter, . The content of polymyxin B.is
satisfactory if it is not less than 90 pér-
cent and not more than 120 percent of
the number of units of polymyxin B that
it is represented to contain. ;

(iil) Gramicidin content. Proceed as
directed in § 148£.1(b) (1) of this chapter,
except prepare tHe sample for assay as
follows: Place approximately 1 gram of
the ointment, accurately weighed, into
a high-speed glass blender. Add that
quantity of 95 percent ethyl alcohol
which is sufficient to give a stock solu~
tion of convenient concentration. Blend
3 to 5 minutes. Make proper estimated
dilutions of an aliquot to the reference
concentration with 95 percent -aleohol.

The content of gramicidin is satisfactory-

if it is not less than 90 percent and
not more than 120 percent of the num-
ber of milligrams of gramicidin that it
is represented to contain.
(2) Dloisture. Proceed as directed in
§ 141a.8(b) of this chapter.

§ 148i.35 Neomycin sulfate soluhon
with radiopaque agent.

(a) Requirements for certification—
(1) Standaerds of identity, strength,
quality, and fpurity. Neomycin sulfate
solution with radiopaque agent is neomy-
cin sulfate with either methiodal sodium
or methylglucamine diatrizoate, as
radiopaque agents, and with or without
one or more suitable and harmless anti-
oxidants, preservatives, buffers and se-
guestering agents, in a sterile aqueous
vehicle. Each milliliter contains 25.0
milligrams of neomycin. The content of
the radiopaque agent is, in each milli-
liter, either 300 millisrams of methyl-

glucamine diatrizoste or 200 milligrams -
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of methiodal sodium. It is sterile. It is

nontoxic. ' Its pH is not less than 5.0 and .

not more than 8.0 if it contains methio-
dal sodium. and not less than 6.0 and not

more than 7.6 if it contains methyl- °

glucamine diatrizoate. The neomyein

sulfate used conforms to the standards .

prescribed by § 148i.1(a) (1) @), (v), (vD),
and (vil). Each other ingredient used,
if its name is recognized in the U.S.P. or
N.F., conforms to the standards pre-
scribed therefor by such official com-
pendium..

(2) Labeling. It Shall be labeled in
accordance with the requirements of
§ 148.3 of this chapter. Ifs expiration

‘date is 12 months.
(3) Request for certification. In addi- .

tion to the requirements of § 148.4 of this
chapter, each such request shall contain.;

(1) Results of fests and assays on:

(@) The neomycin sulfate used in
making the batch for potency, moisture,
PH, and identity.

(b) The batch for potency, stenhty,
toxicity, and pH. -

(ii) Samples required:

(@) The neomycin sulfate used in
making the batch: 10 packages, each
containing approximately 300 milligrams.

(b) Thebatch:

(1) For all tests except sterility: Five
immediate containers.

(2) For sterility testing: 10 imme-'

diate containers. i

(¢) In case of an'initial request for
certification, each other ingredient used
in making the batch: One. package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each package or
immediate container in the samples sub-
mitted in accordance with subparagraph
(3) (i) (@), (b) (1), and (c) of this para-
graph; $10 00 for all immediate con~-
tainers submitted in accordance with
subparagraph (@)D (BH)(2) of this
paragraph.

(b) Tests and methods of assay—(1)
Poiency. Proceed as directed in § 148i.1
) (1), except prepare the sample for

* assay as follows: Transfer 1.0 milliliter

into a 500-milliliter volumefric flask.
Dilute to volume with 0.1} potassmm
phosphate buifer, pH 8.0, and mix well.
Dilute an aliquot to the desxred reference
concentration with 0.13 potessium phos-
phate buffer, pH 8.0. The content of
neomyein is satisfactory if it is not less

_ than. 90 percent and not more than 125

percent of the number of milligrams
of neomycin that it is represented to
contain.

(2) Sterility. Proceed as directed in
§ 141.2 of this chapter, except transfer
aseptically 15 milliliters from each im-
mediate container and filter the entire
amount through 2 045 micron flter.
Neither penicillinase nor the control tube
is used in the test for bacteria.

(3) Tozxicity. Proceed as directed in
§ 141a.4 of this chapter, except use a
test dose of 0.1 milliliter of a solution
containing 1.0 milligram of neomycin
per milliliter in sterile, distilled water.

(4) pH. Proceed as directed in
§ 141a.5(b) of this chapter, using the
undiluted solution.

* * B * E

§ 148i.39 Neomycin sulfate-hydrocorli-
sone acetate eye-ear drops; neomyecin
sulfate-prednisolone acetate eye-ear
drops. -

(a) - Requirements for certification—
(1) Standards of “identity, sirengih,
quality, and purity. Neomycin sulfate-
hydrocortisone acetate eye-ear drops is
an aqueous suspension containing, in
each milliliter, 3.5 milligrams of neomy-
cin and 5 milligrams or 15 milligrams
of hydrocortisone acetate. Neomyecin
sulfate-prednisolone acetate eye-ear
drops is an aqueous suspension contain-
ing, in each milliliter, 3.5 milligrams of
neomycin and 2.5 milligrams of prednis-
olone acetate. The vehicle contains
one or more suitable and harmless buf-
fers, preservatives, and dispersants. It
is sterile. Its pPH is not less than 5.5
and not more than 7.5. ‘The neomycin
sulfate used conforms to the standards
preseribed by §148i.1() (1) @, GW,
(v), (vi), and (vii). Each other sub-
stance used, if its name is recognized in
the U.SP. or NF., conforms to the
standards prescribed therefor by such
official compendium. .

(2) Labeling. It shall be labeled in
accordance with the requirements of
§1483 of this chapter. Its expiration
date is 12 months. . .

(3) Requests for certzﬂcatz‘on. In ad-
dition to the requirements of § 148.4 of
this chapter, each such request shall
contain:

(1) Results of tests and assays on:

(@) The neomycin sulfate used in
making. the batch for potency, toxiclty,
moisture,-pH, and identity.

(b), The batch for potency, sterility,

ande.

(ii) Samples required:

_ (@) The neomycin sulfate used in
making the batch: 10 packages, each
containing approximately 300 milli-
grams.

(b) Thebatch:

(1)_For all tests except sterility: A
minimum of 5 immediate containers.

(2) For sterility testing: 10 imme-
diate containers.

(¢) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $4.00 for each immediate
container or package submitted in ac-
cordance with subparagraph (3) (ii) (a),
(b) (1), and (¢) of this paragraph; $10.00
for all immediate containers submitted
in accordance with subparagraph (3)
(iD) (B) (2) of-this paragraph.

(b) Tests and methods of assay—(l)
Potency. Proceed as directed in § 148i.1
(b) (1), except prepare the sample for
assay as follows: Remove 1.0 milliliter
with a suitable syringe, place into an ap-
propriate-sized volumetric flask and
dilute to volume with 0.1} potassium
phosphate buffer, pH 8.0, to give a stock
solution of convenient concentration.
Make proper estimated dilutions to the

prescribed reference concentration with

0.1 potassium phosphate buﬁer, pH 8.0.
The content of neomycin is satisfactory
if it is not less than 90 percent and not
more than 130 percent of the number
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of milligrams of neomycin that it is rep-
resented to contain.

(2) Sterility. Use 0.25 milliliter from
each immediate container, and proceed
as directed in § 141a.2 of this chapter,
except that neither penicillinase nor the
control tube is used in the fest for
bacteria.

(3) pH. Proceed as directed in § 141a.5
(b) of this chapter, using the undlluted
sample.

* * * * *

PART 148{—NOVOBIOCIN

§ 148j.6 Sodium novobiocin for injec-
tion.

(a) Requirements for certification—
(1) Standards of identity, strength, qual-
ity, and purity. Sodium novobiocin for
injection is sodium novobiocin with or
without one or more suitable solubilizing
agents, preservatives, and diluents.
Each vial contains 500 milligrams of
novobiocin, It is sterile. It is nonpy-
rogenic. 'It is nontoxic. Its moisture
content is not more than 6.0 percent.
Its pH, when reconstituted as directed
in the labeling, is not less than 6.5 and
not more than 8.5. The sodium novo-
biocin used conforms to the stapndards
prescribed by §148j.1(a) (1) (D, ),
(vi), (vid), (viil), and (ix). Each other
substance used, if its name is recognized
in the U.S.P. or N.F., conforms to the
standards prescribed therefor by such
official compedium.

(2) Labeling. It shall be labeled in
accordance with the requirements of
§ 148.3 of this chapter. Its expiration
date is 12 months.

(3) Request for certification. In ad-
dition to the requirements of § 148.4 of
this chapter, each such request shall
contain:

(1) Results of tests and assays on:

(@) The sodium novobiocin used in
making the batch for potency, moisture,
pH, residue on ignition, specific rotation,
crystallinity, and identity.

(b) The batch for potency, sterility,
pyrogens, toxicity, moisture, and pH. -

(ii) Samples required:

(a) The sodium novobiocin used in
making the batch: 10 packages, each
containing apprommately 500 milli-
grams,

() The batch:

(1) For all tests except sterility: A
minimum of 10 immediate containers.
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(2) For sterility testing: 10 immediate
containers.

(¢) In case of an initial request for
certification, each other ingredient used
in magking the batch: One package of
each containing not less than 5 grams.

(4) Fees. $4.00 for each package in
the samples submitted in accordance
with subparagraph (3) (i) (e) and (e)
of this paragraph; $5.00 for each imme-
diate container in the sample submitted
in accordance with subparagraph (3)

(ii) (b) (1) of this paragraph; $10.00 for

all containers submitted in accordance
with subparagraph (3) (i) (b) (2) of this
paragraph.

(b) Tests and methods of assay—(l)
Potency. Reconstitute as directed in the
labeling, withdraw a representative sam-
ple with a suitable syringe fitted with a
22-gage needle and transfer to an ap-
propriate-sized volumetric flask. Pro-
ceed as directed in § 148j.1(b) (1). The
content of novobiocin is satisfactory if it
is not less than 90 percent and not more
than 120 percent of the number of milli-
grams of novobiocin that it is represented
to contain.

(2) Sterility. Proceed as directed in
§ 148j.1(b) (2).

(3) Pyrogens. Proceed as directed in
§ 148j.1(b) (3).

(4) Tozicity. Proceed as directed in
§ 1485.1() (4D .

(5) Moisture. Proceed as directed in
§ 141a.5(a) of this chapter.

(6) pH. Proceed as directed in
§ 141a.5(b) of this chapter, using the
sample after reconstituting as directed in
the labeling.

§ 148j.7 Sodium novobiocin capsules.

(a) Requirements for certification—
(1) Standards of identity, strength, qual-~

“ity, and purity. Sodium novobiocin cap-

sules are gelation capsules containing
crystalline sodium novobiocin with a
suitable and harmiless filler and with or
without a binder and a lubricant. Each
capsule contains 100 milligrams or 250
milligrams of novobiocin. The moisture
content is not more than 6.0 percent.
The crystalline sodium novobiocin used
conforms o the standards prescribed by
§ 148j.1(2) (1 1), (v, (W), (vD), (viD),
(viii), and (x).
used, if ibs name is recognized in the
U.S.P. or N.F,, conforms to the standards
prescribed therefor by such official com-
pendium.

Each other substance .
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(2) Labeling. It shall be labeled in
accordance with the requirements of
§ 148.3 of this chapter. Ifs expiration
date is 12 months,

(3) Requests for certification. In ad-
dition to the requirements of § 148.4 of
this chapter, each such request shall
contain:

(i) ‘Results of tests and assays on:

(a) The sodium novobiocin used in
making the batch for potency, toxicity,
moisture, pH, residue on ignition, spe-
cific rotation, crystailinity, and identity.

(b) ‘The batch for potency and mois-
ture.

(ii) Samples required:

(a) The sodium novobiocin used in
making the capsules: 10 packages, each
containing approximately 500 milli-
grams.

(b) The batch: A minimum of 30
capsules.

(e) In case of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams.

(4) Fees. $0.75 for each capsule sub-
mitted in accordance with subparagraph
(3) (ii) (b) of this paragraph; $4.00 for
each package in the samples submitted
in accordance with subparagraph (3) (ii)
(@) and (e) of this paragraph.

(b) Tests and methods of- assay—(1)
Potency. Proceed as directed in § 148j.1
() (1) of this chapter, except prepare
the sample for assay as follows: Place
a representative number of capsules in a
high-speed glass blender with 1.0 milli-
liter of polysorbate 80 and sufficient 0.1M
potassium phosphate buffer, pH 8.0, to
give a stock solution of convenient con-
centration. Blend 3 to 5 minutes. The
content of novobiocin is satisfactory if
it is not less than 90 percent and not
more than 120 percent of the number of
milligrams of novobiocin that it is rep~
resented to contain.

(2) Moisture. Proceed as directed in
§ 141a.5(a) of this chapter.

Effective date, This order shall be-
come effective 60 days from the date of
its publication in the FEDERAL REGISTER.

(Sec. 507, 59 Stat. 463 as amended; 21 U.S.C,
357)
Dated: August 7, 1964.
GEO. P: LARRICK,
Commissioner of Food and Drugs.

[FR. Doc. 64-8141; Filed, Aug. 13, 1964;
8:45 a.m]






