
To be a valid assay, the percent column 
recovery should be 100:+2 percent. 

(8) Identity. Procesd as directed in 
$ 141521 of this chapter, using a 08 
percent potassium hramide disc prepared 
as described In paragraph (b) (1) of that 
section. 

(1) Crystallinity. Proceed as directed 
in § 141.804(a) of this chapter. - 

§150g.11 Minocycline hydrochloride 
caponles. 

() Requirements for certification— 
(1) Standards of idemtftty, strength, 
quality, and purity. Minocycline hydro- 
chioride capsules are composed of mino- 
cycline hydrochloride and one or more 
suitable and harmless lubricants and dil- 
uents enclosed in a gelatin capsule. Each 
capsule contains minoeyclne hydro- 
chloride equivalent to 100 milligrams of 
minocycline. Its potency is sasisfactory 
if it is not Jess than 90 parcemt and not 
more than 118 percent of the number of 
miligrams of painocyeiine thas it is rep- 
reaented to confiein. Its molsture content 
is not more than 12 perosut. The mino- 
cycline hydrochloride used conforms to 
the standards prescribed by § 150g.1(s) 
1). 

(2) Labeling. It shall he labeled in ac- 
cordance with the requirements of § 148.3 
of this chapter. 

(3) Requests Jor certification, sam- 
ples. In addition to with the 
equirements of § 1463 of this chapter, 

sach such request shall contain: 
(1) Results of tests and assays on: 
(a) The minocycline hydrochloride 

used in making the batch for potency, 
safety, molsture, pH, minocycine con- 
tent, identity, and crystallinity. 

(b) The bateh fer potency and 
moisture. 

(1) Samples required: 
(@) The minocysline hydrochloride 

used in making the batch: 10 packages, 
each oontaining approximately 300 
milligrams 

(b) The batch: A minimum of 30 
capsules, 

(b) Tests and methods of assay—(1) 
Potency. Prooeed as directed tn § 141.111 
of this chapéer, prepartng the sample 
for assay as follows: Piace » representa- 
tive number of capsules into a high-speed 
glass bdlender jar with sufficient 0.1N 
hydrochioric acid to gtve a stock solution 
of convenient eoncentration containing 
not less than 150 micrograms of mino- 
cycline per milliliter (estimated). Blend 
for 3 to § minutes. Remove an aliquot 
and further dilube with 0.1M potassium 
phosphate buffer, pH 4.5 (solution 4), to 
the reference concentration of 6.100 
microgram of minocycline per milliliter 
(estimated). 

(2) Molsture. Prooeed as directed in 
§ 141.502 of this chapter. 

Data supplied by the manufacturer 
mcerning the subjecs amtibiotic have 
sen evaluated. Since the conditions pre- 
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requisite to providing for its certification 
have been complied with and since not 
delaying in so providing is in the public 
interest, notice and puhlic procedure anl 
delayed effective date are not prerequi- 
sites to this promulgation. 

Efective date. This order shall be ef- 
fective upon publication In the FEpERAL 
REecI~TER (12-7-71). 

(Sec. 507, 59 Stat. 463, as amended; 31 U.S.C. 
357) 

Dated: November 21, 1971. 

H. E. BIMMONS, 
Director, Bureax of Drugs. 

{FR Doc.71-17773 Filed 12-8-71;8:45 am} 

Tite 29—LABR 7 | 
Chapter Xill—Bureau of Labor 

Standards, Department of Lobor 
PART 1518—SAFETY AND HEALTH 
REGULATIONS FOR CONSTRUCTION 
Standard for Exposure to Asbestos 

Dust 

Pursuant to section 4(b)(2) of the 
WwWilliams-Steiger ~ Occupational SBafety 
and Health Act of 1970 (84 Stat. 1503, 
29 U.B.C. 653), § 1518.85 of Title 29, Code 
of Federal Regulations, is herehy 
amended in the manner indicated be- 
low in order to prescribe s new stand- 
ard limiting the exposure of workers to 
asbestos dust. The new standsrd Hmit- 
ing the exposure of employees to ashes~ 
tos dust is that sdopted under section 
8{c) of the Williame-Bteiger Occupe- 
tional Bafety and Health Act of 1970 
and published in the FPxoxzat. Rwaisrss 
on this date. The standard is hereby de- 

presently p 
the extent that it prescribes minim 
levels of exposure to asbestos dust. 
Therefore, by operation of section 4(b) 
(2) of the Act the new standard issued 
under section 6(c) supersedea the con- 
struction safety standard relating to ex- 
posure to asbestos dust. 

Bection 1518.55 is hereby amended by 
adding s new paragraph (¢) thereto. As 
amended § 1518.85 reads as foilows: 

8§ 1518.55 Gases, vapors, fumes, dusis, 
and mists. 

® L ] L] ® L 

(¢) Paragraphs (a) and (b) of this sec- 
tion do not apply to the exposure of em- 
ployees to airborne asbestos dust. When- 
ever any employee is exposed to airborne 
asbestos dust, the requirements of 
§ 1910.93a of this title shall apply. 

Effeciive date. This amendment shall 
become effective upon publication in the 
FrpERAL REGIsTER (13-7-T1). 
(Sec. 4(b)(2), 84 Btat. 1502, 39 U.B.C. 663; 
Becretary’s Order No. 13-T1, 36 PR. 8754) 

1 

fi 

Signed at Washington, D.C,, this 2d 
day of December 1971. 

G. C. GUENTHER, 
Assistant Secretary of Labor. 

¥R Doc.71-17833 Filed 12-8-T1;8:47am]) 

Chapter XVil—Occupational Safety 
and Health Administration, De- 
partment of Labor 

PART 1910—OCCUPATIONAL SAFETY 
AND HEALTH STANDARDS 

Emergency Standard for Exposure to 
Asbestos Dust 

Pursuant to section 6(c) of the wil- 
liams-Steiger Occupational Safety and 
Health Act of 1970 (84 Stat. 1596, 29 
U.8.C. 655), Part 1910 of Title 29, Code 
of Federal Regulations (36 FR. 10466, 
May 29, 1971) is hereby amended In the 
manner indicated below in order to pro- 
vide an emergency standard dealing with 
3hetexposure of employees to asbestos 

ust. 
In Hght of increasing information on 

the resuits of exposure of employees to 
airborne asbestos dust, including recent 
studies by the National Institute for Oc- 
cupational Satety and Health and others, 
and recommendations by the American 
Conference of Governmental Industrial 
Hyglenists (ACGIH), it 1s hereby deter- 
mined that (1) exposure under the pres- 
ent standard for asbestos dust in Table 
-3, 1101093, of 12 fibers per milliliter 
greater than 8 microns in length or 2 
million particles per cubic foot of air, 
which is derived from an established Fed- 
eral standard promulgated under the 
Walsh-Healey Public Contracts Act on 
Mzay 20, 1969, constitutes s grave danger 
to employees exposed to this 8-hour 
time-weighted average concentration: 
and that (2) an emergency standard is 
necessary to protect employees from this 
excessive exposure. The National Insti- 
tute for Occupational Safety and Health 
concurs that the proposed change in the 
asbestos dust standard recommended by 
the American Conference of Governmen - 
tal Industrial Hygienists should be the 
substantial base for the emergency 
standard. 

Action concerning the standard will be 
commenced under section 6(b) in the 
immediate future. Any notice of pro- 
posed rulemaking under section 6(b) will 
give notice of the emergency standard 
a8 & proposed rule and also of any ap- 
propriate subsidiary proposals which may 
be required under subparagraphs (5) and 
(7) of section 6(b) relating to the ex- 

of employees to toxic substances. 
Part 1910 is amended as follows: 
1. Tahle G-38 following § 1910.93 (36 

PR. 15104, Aug. 13, -1971) & hereby 
amended by deleting the following: 
Asbestos—-13 fibers per milliliter greatar than 

3 Mpopct. 

PRODUCED 
M - 83 
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As amended, Table G-3 reads as 
JOWS: 

TaABLE G-3—MNNEML DUrs 

Bubstance Mppole Mg - 

Bilica: 
ne- 

‘\ cm (respirable).. _...... W Wmg/M* = 
Or+4 2 Quartz (total dust)_._........ Efl.l- ...... m 2 

8509+ 2 Cristobalits: Use 1 the % 
walne oalonliated the 
ocount or mass formalas for 

'!‘33 te: Use J4 the vaioe enl:ukad m“m for- 
for qoarts. 

Amorphous, inelnding netaral 
earth_. .. .__.. 2 Omg/M? 

%510y 

Silicates (lem than 1%, ory» 
sillon): 

2 ® 
kY 
0 

P o0 
Graphite (naturw)) 15 

dust (respirable fraction 
oy than 8% BI00.cuueeervrnvnnrnnasnnn Admg/Ay 

For more than 8% B10y ... .cevrrunnnen ):;m 
TpHO -2 

Inert or Nn.l:lnco Dust: u . 

T S ® mgw 

Nors: Conversion {mctors— 
MPPel 8. 3=milion particies per cubke meter 

- partichs per c.c. 

» Mlllons of partioles per cublo foot of air, based on 
mpioger sxmples countad by light-flald technios. 

' Ths parcentege of slifca In the formnls 
e mpount dstermined from sir-borne samples, sx- 
in thoee instanoss in which other methods huve been 
o %0 be appliceble, 

As by the maumnbrane Siter methed at 
- sobosniration and 

oation of 1118 imit are 1o be determined 
peming s soa-seloctor with the following charscteristics: 

.tqunmhnhou 11 kom&hobwpz?on 

Awodynamic diameter Percent passing 
(nunit dansity sphere) salestor 

+ 

‘ 2 w 
28 76 

. 3.8 . 4 
50 %€ 

10 [} 

th figure oo 
%0 that of 2.4 Mg/M? in the table for coal dust 

2 A new §1910.83a is added to Part 
1910. The new §1910.93a reads sas 
follows: 

§ 1910.93a Ashestos dust. 
(a) The 8-hour time-weighted aver- 

age airborne concentration of asbestos 
dust to which employees are exposed 
shall not exceed 5 fibers per milliliter 
greater than § microns in length, as de- 
termined by the membrance filter 
method at 400—450X magnification (4 
millimeter objective) phase contrast 
{lluminstion. Concentrations above 8§ 
fibers per milliliter but, not to exceed 10 
fibers per milliiter, may be permitted 
up to a total of 15 minutes in an hour for 
up to 5 hours in an 8-hour day. 

(b) Engineering methods, such as but 
ot imited to, enclosure, vacuum sweep- 

ing, and local exhaust ventilation, shall 
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1 4.5 Mg/M, 
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be used to meet the exposure limits pre- 
scribed in paragraph (8) of this section. 
Where such engineering methods are not 
feasible, or do not otherwise reduce the 
concentrations below those prescribed in 
paragraph (a) of this section, respira- 
tory protective devices shall be provided 
and used in accordance with parsgraph 
(¢) of this section 

(c. (1" 1y When the lmits of ex- 
postire to asbesto: dust prescribed in 
paragraph (a) of this sectaon are ex- 
ceeded and when engineering controls 
required by paragraph (b) of this section 
are not feasible or do not otherwise re- 
duce the concentration of asbestos dust 
below those prescribed in paragraph (a) 

eof this section, the employer shali re=e 
quire the use of respiratory protective de- 

,vices. The selectian of respiratory 
protective deviceg shall be limited to 
those specified in the remaining sub- 
paragraphs of this paragraph (c). 

(i) The employer shall require that 
each employee test his respiratory pro- 
tective device before each use in order 
to insure a proper fit according to the 
manufacturer's instructions. The em- 
ployer shall further provide for effective 
training or supervision of employees in 
the testing of respiratory protective de- 
vices for fit before their use, 

(2) For an atmosphere containing not 
more than 25 fibers per milliliter greater 
than 5 microns in length over an 8-hour 
average, or more than 50 fibers per milli~ 
liter over any period of 15 minutes, a 
reusable or single-use fllter type respira- 
tor, opersting with negsative pressure 
during the inhalation phase of breathing, 
approved by the U.8. Bureau of Mines 
under the provisions of 30 CFR Part 14 
(Bureau of Mines Schedule 21B), or » 
valveless respirator providing equvalent 
protection, ahall be used. 

(3) For an atmosphere conteimung not 
more than 250 ibers per millilter greater 
than 5 microns in length over an §-hour 
average, or more than 500 fhers per 
millihter over any period of 15 minutes, 
8 powered fllter positive pressure res- 
pirator approved by the U.S. Buresu of 
Mines under the provisions of 30 CPR 
Part 14 (Bureau of Mines 8chedule 21B) 
ghall be used. 

(4) For an atmosphere containing 
more than 250 fibers per milliliter 
greater than 5 microns in length over 
an 8-hour average a tvpe C positive pres- 
sure suppued-alr reapirator approved by 
the U.S. Bureau of Mines under the pro- 
visions of 30 CFR Part 12 (Bureau of 

(5) The employer shall 
respirator program in accordance with 
the requirements of American Naiional 
Standard Practice for Respiratory Pro- 

tion Z88.2-.1868 

(8) The respirators provided each em- 
ployee shall be properly inspected, 
cleaned, repaired and stored. 

(d) (1) When an employer has am- 
ployees who are expased to asbestos dust 
exceeding the limits prescribed in para- 
graph (a) of this section and the ex- 
posure results from the operations de- 
scribed in the remaining subparagraphs 
of this paragraph (d), the employer shall 

comply with the requirements of these 
subparagraphs relating to the operations 
involved. The requirements of this para- 
graph are in addition to those prescribed 
in paragraph (b) of this section. 

(2) All hand- or power-operated tools 
which produce asbestos dust such as, but 
not limited to, saws, scorers, abrasive 
wheels, and drills shall be provided with 
local exhaust ventilation and dust col- 
lectors in accordance with the American 
Nstional < .ndard Fundamentals Gov- 
erning the . :sign and Operation of Local 
Exhaust Systems; ANSI Z9 2—1971. 

(3) Employees exposed to the spraymng 
of asbestos or the demolition of pipes, 
structures, or equipment covered or in- 
sulated with asbestos shall be provided 
with respiratory protective devices in 
accordance with' paragraph (c)(4) of 
this section. 

(e) Asbestos cement, mortar, coatings 
grout, and plaster shall be mixed in 
closed bage or other eontainers. 

(f) Asbestos waste and scrap shall be 
collected and disposed of in sealed bags 
or other containers. 

(g) All cleanup of asbestos dust and 
blowing shall be performed by vacuum 
cleaners. No dry sweeping shall be per- 
formed. 

3. Section 1910.12 is amended by 
changing paragraph (a) in order to apply 
the emergency standard prescribed in the 
new § 1910.93a, which s published in this 
document, to construction work which 1s 
subject to the Act. The amendment is 
necessary in light of the rule of regula- 
tory construction set forth in § 18105 . 
As amended, §1810.12 reads as follows: 

§ 1910.12 Construction work. 
(a) (1) Adoption and extension of es- 

tablished safety and heclth standards 
Jor construction. The standards pre- 
seribed by Part 1518 of this title and in 
effect on April 28, 1971, are sdopted as 
occupational safety or health standards 
under section 6(a) of the Act and shall 
apply. according to the provisions 
thereof, to every employment and place 
of employment of every employee en- 
gaged in construction work. Each em- 
ployer shall protect the employment and 
places of employment of each of his 
employees engaged in construction work 
by complying with the appropriate 
standards prescribed by this paragraph. 

(2) The standards prescribed in 
$ 1618.55(¢) of this title shall apply in 
the case of the exposure of any em- 
ployee in construction work to airbomme 
asbestos dust, 

Effective date. These amendments 
shall become effective immediately upon 
publication in the Fromar RecisTER 
(12-7-11). 
(Bec. 6(c), 84 Stat. 1506, 20 U.S.C 655; Sec- 
retary’s Order No. 12-71, 36 P.R. 8754) 

Signed at Washington, D.C,, this 2d 
day of December 1871, 

Q. C. GUENTHER, 
Assistant Secretary of Labor. 

[PR Doc.T1-1T888 Filed 13-8-71;8:47 am) 
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