- NO’ﬂCEi

Atnerte CRORWRE NG e thhe -~ Washirighos s Pa. 5034 INDA- 113008 -
R i icle. 2. Chlclfoxazore 125 milligrams apd
whiyh is currently being manufactured acetaminopnen 300 milligrams per t3o-

Chlorzoxazone 250 mjll-
acetaminophen 300. I )-
Toxre) ;

let (Parafdn):

\rgflo Corp. (Forgflo) . In the domes-
) - - : ad

eva ed berore introducing the s grams jer\ tablet (Parafon

men, tH\ls requiring the cutof! of thedfiigh marketed By McNeil Laboratories./Ine.
voltage yith 2ach specimen changg and (NDA 11-329). .

a restabilization of the high bltage 3. Chiorzokazore 125 milligrams, co-
after it restored. We -.are vised deine pnosppate 15 milligrams/ and

acetaminopnén 200 milligrams pgr tab-
let (Parafon (vitz Codeine); marketed
by McNeil Lakoratories. Inc. (NJDA 11—
985).

4. Chlorzoxazore 125 milligrams,
acetaminophen\300 milligrams gnd pred-
nisolone 1 milligram per tables/(Parafon
with Prednisolone: ; marketed py McNeil
Laboratories, Inc, NDA 11-32§).

These drugs ar¢ ~egarded as/new drugs.
The Fcod and Prug Administration’s
conclusions as 3o their ¢fectiveness
classification and\marketing status are
described below.

A. Efectiveness \classifichtion. 1. On
the basis of the Academy reports the
articles containirz) chlorfoxazone with
acetaminophen, and\with acetaminophen

~and prednisolone 51\ codgine phosphate
are considered to 2e Jossjbly effective for
all of their labeled in\digations.

2. Chlorzoxazore alpge has been eval-
uated as lacking subsigntial evidence of
efectiveness for reducifig spasticity asso-
¢iated with neurological disease and

microscope wa
ment of the
program in v
intended to be
ticle permits a c4
400 to 500,000 mag

domestic instrumem
in pole pieces to profjuce/distortion-free
micrographs. We 3 giso advised by
-HEW that the 3-minité delay required
e was changed,
#ing the vacuum

specimen and thus

Intended to b traumacic spinal corgd \injuries. For its
The Dep: other lapbeled indicy inswit has been
of no other, instrument or apRaratus of évaluated as possibly/ effgctive.
“équivalent i B. Marketing stagus.\ 1. Holders of
.article, { previously approved new drug applica-

tions and any persop marketing any such
drug without apprpval will be allowed §
months ‘rom the fate of \publication of
this announcemeys in the\F=pErRAL REG-

> ISTER to obtain apd to submhit in a sup-
dustry Operations, Busikess plemental or original new §rug applica-
and Defense Services Adn&n- tion data to provyice substantial evidence
of effectiveness for those indications for
which these d have beenlassified as
possibly effectiye: Provided, That, in re-
gard to chlorzbxazone alone

8:16 a.m.]'

- - for whic!a substantial evidende of effec-
:DEPARTMENT OF HEALTH, EDU- \groois sbovk 55 ceierea wisigen o0 cngs
Dy the date offthis publication. The holder

V7 CATION, AND WELFARE
—: Food and Drug Administration

(DESI 11-300]
"CHLO ZOXAZONE BY ITSELF OR

of the orevjously approved agplication

for chlorzox

quested to/ submi: within the\ 60-day
: period a sypplement containing\ revised
‘. labeling d¢leting zhe claim. The supple-
ment should be submitted under the
provisiony of 130.9 (d) and (e) \of the
new-drug regulations (21 CFR 130\9 (d),
(e)) which permit certain changes to be
put intg effect at the earliest possible
time. Failure to do so may result\in a
proposgl to withdraw approval ofi the
newd g application. i

2. AL the end of,:he §-month oel"od
any data submit ed will be evalu ted
to defermine whether there is substantial
evidence of efectiveness of the drugs for
suchy uses. After tre svaluation, the con-
clusjons concerning the drugs will be
published in the FzoeraL REcIsTER. If no
stufdies have been undertaken or if the
stydies do not prowvide substantial evi:
dence of afecuiveress, procedures will be

the claim ,

azone alone (Parafléx) is re-

of section 505(e) of the Fe
Food, Rrug, and Cosmetic Act.
drawal §f approval of the appligati
will causé any such drugs on the
to be new s for which an ap
not in efféegt.

The above-named holder >
drug applicagi
been ma.xled

a copy of th
the office na.med below.
Commumca.txo forw
sponse to this a.
identified with uh
DESI 11-300, and bg
tention of the follow

Administration,
Washington, D.C.

Act (secs. 502, 505, 52
21 U.S.C. 352, 155)

b

Cosmetj

1050-33, as amended.

and urider the authority delegated to

Col issioner of Food and Drugs
2.120).

Dated: August 28, 1969.

WINTON B. RaNKIN,
Deputy Commissioner
of Food and Drugs.

(FR. Doc. 69-10822: Filed., Sept. 10, 1969;
8:46 a.m.]

'\}“»‘ ! [DESI 2853]
© CERTAIN SULFATHIAZOLE-

~ CONTAINING DRUGS

Drugs for Human Use; Drug Efficacy
Study Implementation

The Food and Drug Administration
has evaluated reports received from the
National Academy of Sciences-National
Research Council. Drug Efficacy Study
Group, on the following sulfonamide-
containing drugs for systemic use.

1. Coco-Sulfonamides Triplex Sus-
pension; each 3 cc. containing 0.167
gram each of sulfathiazole, sulfadiazine,
and sulfamerazine; Eli Lilly and Co.,
Post Office Box 618, Indianapolis, Ind.
46206 (NDA 6--31T). )

2. Sulfonamides Triplex Tablets; 0.167
gram each of sulfathiazole, sulfadiazine,
and sulfamerazine; El Lilly and Co.
(NDA 6-317).

/3. Sulfathiazole, 0.3 gram per tablet;
Eli Lilly and Co. (NDA 2-853) .

- 4. Sulfathiazole, 0.5 gram per tablet;
Bowman, Mell and Co., 13348 Howard
Street, Harrisburg, Pa. 17105 (NDA

+734). ( G"L,“—*f— \_{)



5. Sulfathiazole, 0.5 gram per tablet:
The Vale Chemicak Co., Ine., 1201 Lib~
erty Street, Allentown, Pa. 18102 (NDA
2-383).

The Academy commented that the

imbalance betweenr benefit and risk ot

serious antoward effects with sulfathia~
zole does not warrant its continued use
nasmuch as other available sulfonam-
ides nave equivalent bemefit and much

less risk. The Academy also observed that |
the incidence of serious reactfans (n- "
cuding” renal complications, rash, fever,

blood dyscrasias, and liver damage) is
18.6 percent for sulfathiazole versus 6.3
percent Jor suifadiazine. The Food and
Drug Administration concludes that
there is a lack of evidence that the ef-
fectiveness of sulfathiazole is sutficient
to justify its use systemically in view of
Xnown serious hazards associated with
such use. Accordingly, the Commissioner
intends to initiate proceedings to with-
draw approval of the above-listed new
drug applications and all other new
drug applications for drugs which con-
tain suifathiazole for systemic use in
man.

- Prior to initiating such 2ction, how-
ever, the Commissioner invites the hoid-
ers of new drug applications for such
sulfathiazole-containing drugs and any
Interested person who.may be adversely
affected by the removal of such articles
Zrom the market {0 submit any perti-
nent data bearing on the propesal within
30- days after publication of this notice

in the FepeErar REGISTER. The only ma- -

terial which will be considsred accept-
able for review must be well-organized
and consist of adequate and well-con-
trolled studies bearing on both the safety
and efficacy of the products, and not
previously submitted. ’

This announcement of the proposed
action and implementation of the NAS-
NRC reports for these drugs is made to
give notice to persons who might be ad-
versely affected by their withdrawal from
the market. Promulgation of any order
withdrawing approval of the new drug
applications will cause any such drug on
the market to be a new drug for which
an approved new drug application is not
In effect and will make it subject to regu-
latory action.

" The above-named holders of the sub-
ject new drug applicaticns have been
mailed a copy of the NAS-NRC report.
and any interested person may obtain a
copy on request from the office named
below.

Communications torwa.rded in re-
sponse to this announcement should refer
to DESI No. 2853 which identifies this
announcement and should be directed to
the following appropriate office and ad-
dressed to the Fcod and Drug Adminis-

tration, 200. C Street SW., Washington,
D.C. 20204:
Request for NAS-NRC report: Press Rela-

tions Office (CE-300).

All other communications regarding this an-
nouncemen:: Special Asststant for Drug
EfMficacy Study Implementation (MD-16),
Bureau of Medicine.

This announcement is issued pursuant
to the provisions of the Federal Food,
Drug, and Cosmetic Act (sections 502,

NQTICES '

505, 52 Stas 1050-33. as anended: 21
TS.C 352, 355)) and underauthority
delfgwed %o the Commissioner 21 CFR

I - _qum Lerr.
‘CmmﬁswwrofFoodmdDrugs.

[PE. Doe. 30-i08I3> Plled. Sepe 10, 196§; -

f:_ t!ﬂmt

received from the Na-

emwof Sciences-National Re-
search Council\ Drug Efficiency Study
Group, on the following ultrashort acting

1. Sodium Methoy
Brevital Sodium -
500 mg., 3.3 grams, any
methohexital. by Eli

anapolis, Ind. 46206 (NRA. 11439) and

2. Sodium Thiamylal, xarketed as Su-
rtal in ampoules and vials. containing
0.3 Gm.. 1 Gm.. 3 Gm.. agd 10 Gm. of
sodium thiamylal, by Parks, Davis and
Co., Detroit, Mich. 48232 (

DA T-500).

the labeling and to upda.r.e previow:
proved applications providing for\such
drugs. & new drug application is reqijred
from any person. marketing such d
without approval. /
The Food and Drug Adm.lmstra.tton
prepared {0 approve new drug a.pphca
tions and supplements to prevuxg)isly ap-
proved new drug applications uryder con-
ditions described in this announcement.

/
SoDITY METIOHEXITAL' AND
Soprux

A. Effectiveness classification. 1. The
Food and Drug Administpation has con-
sidered the Academy reports, and addi-
tional available evidence, and concludes
that sodium methohexital is effective as
an intraverous anesthetic agent for short
surgical procedures, for the induction of
anesthesia, in combination with other

agents for more prolonged anesthesia,
and for inducing & hypnotic state.

cedures. fof the induction of anesthesia,
in compipation with other agents for
more prolonged anesthesia, and for in-
ducing ¥ hypnotic state.

Sodi thiamylal is regarded as pcs-
s1b1y ffective {or its recommended use
inating convulsiocns of unknown

Form of the drug. Sodium metho-
h 'ul:a.I and sodium thiamylal prepara-
ons are in dry sterile form suitable for

TR
PR~

reconstitutiont and intravenous ad
istration and contain per dosageun
amount appropriate for adminisic
as described in the iabeling conditia
this announcement.

. Labeling -conditions. k. The
bears the statement “Cansion: Fe
dispensmmg  wit
mtinn."

“'f; 2 The drug is labeled to comply

ents of the ¢t and :

mmd those parts of its labelin

"dicated below are substantially as
Tows: (Optional additional inform:
applicable to the drug, may be pro:
under other appropriate paras
headings and should follow the inic
tton set forth beiow.)

SoproM METHOHERITAL

t WARNING

This drug should be administer
by persons quaiified in the use
intravenous anesthetics and #1
the ready availability of approp
ate resuscitative equipment !
prevention and treatment of ane
thetic emergencies.

* DESCRIFTION

(Descriptive informationr to be
cluded by the mmanulacturer or di
utor uld be confined to an appr
ate description of the physical ancd ¢
ical properties. of the drug anc
formulatior.)

ACTIONS

Sodium methonexital s a
ultrashort acting barbiturate anes
agent.

INDICATIONS

For induction of anesthesia, for

\ﬁementmg other anesthetic agen

travenous anesthesia for short sw
procedures with minimal painful st
ol as an agent for inducicg a hyt
state. - E
CONTRAINDICATIONS

. Sodium methohexital i{s contrz
cated whenr general anesthesia ls
traindicated, in patients with late:
manif porphyria, or in patlents
a known Bypersensitivity to barbitu

| WARNINGS

Repeated ‘and continucus {nf
may cause cumulative effacis res
in’ prolonged ‘somnolence, Tespir
and circulatory depression.

Usage in pregrancy: Safe w
sodium methohexital has not been ¢
lished with respect to adverse ¢
upon fetal development. Ther
sodium methohexital should not be
in women of childhearing potentia
particularly during early pregnarnc
less in the judgment of the physiciz
expected benefits outweigh the pot
hazards. .

PRECAUTIONS

Respiratory depression. appes
hypotension may occur due o vari
in tolerance from individual o tndl
or to physical status of patient. Ca
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. DEPARTMENT OF HEALTH,
" EDUCATION, AND WELFARE

Food and Drug Adminisiration _
[Dockes No. FDC-D-175; NDA No. 2-353

etc.]
SULFATHIAZOLE - CONTAINING
-sigoaues FOR SYSTEMIC USE IN
S HUMANS

*:Nohr.e of Withdrawal of Approval of
-%‘»’-‘5 New-Drug Application

' "%" May 28, 1970, there was published
‘the Pepenar, REcIsTER (35 FR. 8403) a

jotice of opportunity for hearing in
ﬂahich the Commissioner of Food and
2Prugs proposed to issue an order under
#ghe provisions of section 505(e) of the
Food, Drug, and Cosmetic Act.
—m..U’.SC 355(e)) withdrawing approval-
»vfhe new-drug applications lsted

nce of clinical experience not con-

:in the applications or not avail-
Table until after the applications were
approved, evaluated together with the
evidence available when the applications
_were approved, reveal that the drug ls
not shown to be safe for use upon the
basis of which the applications were ap-"
proved. In view of the known serious
hazards associated with such use and
‘the imbalance between benefit and risk
cof serious untoward effects from such

:drugs, their continued use systemically?

-Is not warranted as other available suI-
‘!U?;?!-——— - ) -
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on the grounds that: T1) New'

fanamides have equivalent bemefit and
involve must less riskT and (D new in-
formation, evaluated together with the
evidence availabie when the applications
were approved, shows there s a lack of ;
substantial evidence that the drugs will
Kive the affect they purport or are’rep-
resented to have under the conditions of
use prescribed. recommended, or sug-
gested in their labeling.

The following irms. listed with their
address, respective drug, and new-drug
application number, have waived oppor-
tunity for a hearing on ‘e proposed
withdrawal of said new-drug applica-
tions, in that Do response has been
received.

1. Sulfatmazole 0.5 gram per tablet,
and Lacto-Thiazole Suspension contain-
ing sulfathiazole 10 grams per 100 milli-
liters and sodium .actate {NDA 2-353):
Coco-Sulfonamides Triplex Suspensiomr
containing 0:167 gram each of sulfathia-
zole, sulfadiazine, and sulfamerazine;
Sulfonamides Triplex Tablets containing
0.167 gram each of sulfathiazole, sulfa-
diazine. and sulfamrerazine (NDA 6-317) ;
EN Lilly & Co.. Post Office Box 618,
Indianapolis. Ind. 46206. (This notice
does not apply o those formulations pro-
vided for n NDA 6-317 which do not
contain sulfachiazole.)

2. Sulfathiazoie, 0.5 gram per .aolec
(NDA 4-734); 3owman. Mel & Co., 1334~
48 Howard Street, Harrisburg, Pa. 17105.

3. Suifathiazole, 0.5 gram per tablet
(NDA 2-976); Sulfathiazole, 0.5 gram
per tablet (NDA 2-774); Sulfathiazole
sodium sesquihydrate, 3-3ram vial (NDA
3-724) ; Tresamide Tablets containing
0.2 gram each of sulfathiazole and sulfa-
diazone, 0.1 gram of sulfamrerazine (NDA
5-301) ; Merck Sharp & Donme, Division
of Merck & Co.. Inc.. Sonneytown Pike,
West Point, Pa. 19486.

4, Sulfathiazole, 0.5 zram per tablet
(NDA 2-713); Sulfathiazole, 0.5 gram
per tablet (NDA 3-—457) ; Wallace & Tler-
nan, Inc., 25 Main Strzet, 3elleview, N.J.
07189.

5. Sulfathiazole, 0.5 gram per tablet
(NDA 2-729); Sulfathiazole, 0.5 gram
per tablet and 25 percent ampul (NDA
2-730) ; Sulfathiazole sodium 25 percent
ampu! (NDA 3-430); American Cyan-
amid Co., Post Office Box 400, Prince-: .
ton, N.J. 08540.

6. Sulfathiazole, 0.25 g*'a.m and 0.5
gram per tablet (NDA 2-356); Sulfa-
thiazole Suspension containing 2.8 grams
per fluid ounce (NDA 35-346); Parze.
JDavis & Co., Joseph Campau Avenue at
the River, Detroit. Mich. 48232.

7. Sulfathiazole, 0.3 gram per tablet
(NDA 2-975) ; The Upjohn Co., 7171 Port-
age Road, Kalamazoo. Mich. 49002,

8. Sulfathiazole. 0.3 gram per tablet
(NDA 3-049); Wreth Laporatories, Inc.,
Post Office Box 3299, Philadelphia, Pa.
-19101.

9. Sulfathiazoie. 0.5 gram per tablet
(NDA 3-194); Willilam S. Merrell Co.,
Division of R chardson-Merrell, Inec, .
101 East Amity Street, Cin z.nra.m Ohio
45215. N

10. Sulfathiazoie, 0.25 gram and 035 .
gram per tabler (NDA 2-399); Rexall

1970
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arug Co. 2180 Beverly

Boulevard,

Builn ..Az.lzaxe 1.25 gram and 0.3
.3.01, TWDA DG Premo
naceunical Laboratories. Ine., 11l

5, Souch Hackensacz, MN.J.

nar

2.5 zram ner z2hles
: .&me scan Pharmaceusical

-

cizmer Soulevard, Broax, MUY

1~1»

Locraiories,

¢, Mor:in Croxe "11
hiazole, 0.3 zram ¢
Y, Purity D'"_w Co.,

er Diive. Passaic. N.J. 07053.

15. Swifathiazote, 2.9 grains and 0.3
grara per fabler (DA 3-317): Warren
Teed thrmace'.m; Inc., 382 West

at, Cauu*xbus Ohio £3215.
'iazo;c. 0.5 gram. per .ablec

9.5 gram per ampul (L\D:x £
329); Laxeside  Laboratories, ne.
1707 Tast MNorth Avenue, Milwoukee, WWVis
33201
17. Su_.'.’.:mazc‘e 0.5 71'am ner tabiet
(NDA 2-329); Schierdfeiln & Co., Apex
N.C. 27302

A;azaie. 0.5 zram per fauien
Standard Chemicai coa.,
Z—.;‘h Sireat, Des Mones, Iowa

19. Suifathiazole. 0.5 gram per tabdblet
(NDA 3-3=as: Ceilrai rnarmlcal Co.,
116-123 Zast ”‘A..rd Street, Seymour, Ind.

47074,

20. Suliathiazole. 0.3 gram per 2 a er
INDA 3- . Horion and Co \
621 Wess
Calif. 900

21. Swifathiazole, 0.
INDA 3-202)
99-101 Szw
10701.

22. Suilathiaze
(NDA 3-310);
434 Delaware
14202,

33. Sulfathiazole, 0.5 gram per tahlet
'NDA 3-512) : Blue Line Pharmrcal Co.,
39’2 Sousix Broadway, St. Louis, Mo.
2102,

24. Su! .tha:ole 6.5 gram per -adiet
Anmerican Chemicai Co..
‘e Qt-oec,‘Cmc.lgo. I, 60511,
grnm ::er tapies

3 aram per table:
Tae G. F. Harvey Co.. Inc..
Mill Road, ch.ers, N.Y.

sle, 9.5 zramn per tabiet
Ziagler Pharmacal Corp.,
Avenue, Burfaio, N.Y.

3—;*_ Iram

=2r tabier \}‘D y 4322 Srnr=0xa uifa-
azote Suspensicn com..m.n; aUlI.‘.Chi-
Sia2 0.5 Iram per 3 cuble centinisfers
NDA 3-2240 Sm:~ shiazale, 0.25 and 0.5
Sfam per sabler: Suifathiazsie. 0.5 gram
and zocdinm bl :r\ bHoynate 3 grains per

ihler: Saliachinz 0.25 zram and
“dium icarbonate 2t grains per tadles;

irmaid Suliathrazole Suspension con-
i zoie 9.5 Jram ner 3 cubic
s I NDA 3-3T2); Piuman-XIoove

"f"‘D:\ 2-3591: Firss Texas Ph'um.ueutx-
JvsoIne, 1810 North Lamar Siccet,
NGas, Tex, 75202,

"}'7. Sulfathiazole, 0.5 gram per tablet
“DA 3-279); Brewer and Co., Division

swon of Dow C“'""xc:tl Co., Past.
S 1636, Indianapeiis, Ind. wiﬂd.
tiitazoie, 03 gram por :ablet

of Cooper Labom:ories. Inc..
Streec, Waorcester, Mass. 31603,
28. Suinthmzcle Oa :rn.m ner

57 Union

tablet

DA

saal

Ao
North
50649,

20, 3uifnrhizzcia, 0.3 Tram der fauled
"E‘ Laboratories &
:‘.c:l. Tue.. T00 WWest Zizhit Llile Road,

Tarncdale, LIliciy £0220.
4

Tarndale

31. Sulfathinzeie. 9.5 zram ner tablet
(MDA $-9533»; MMutual Pharmac ..l Ca.,
817-321 Scuth Sioie 3treet, Syracusa.
N.Y.o132e

32. Suif 'L.--laaOl" 0.3 zram per tablet

(NDA $-1600; --arc Dirug Corp., 25th
S:ireer. Miami, Tla. 331C7.

Irom per tables
fiinciircdt Chemical

33. ;u.-;:‘.nazolﬂ Oa
(WDa +-171);

'»Vor’;:s. 380 Nc‘t.x Second Sirset,
St. Louis. Mo. 63‘45.

© 34, Sulfachiazeie., 0.3 2ram ner taoles
(ND! 1 S, F. Durst & Ca., 3317
Nor:h i Philadelpnia, T3
1512

32, Sylfathiazoie, 0.3 gram per tablat!
scéivm  sulfatiiazole —no'xon',c. ate. 3
grarms per vial - NDA =200 Lex Labor-
atores. Inc.. 3522 Lindon Place, Flusii-
ing, N.¥ ; )

26. Suilzz 112.191& 0.3 zrom per tabiet
(NDA 4-124y: XMavrard Ine . Past O7-
fice 3-3.\: 20745, Greenszoro. N.C. 27420,

37. zzole, 0.3 Iram ser tablet
(\*u.. i+ Shiores o, Inc. 712 16th
Streatr . Cad . Inwa 3240:.

°3. Sui{arthiazoie. 0.3 gram per tablet
{NDA 3-G32); Sre wrmaceuticals,
Chomiegal Pr oduc:s Divizion. Chemetron
Corp.. 355 Zark Avenus Scuth, New York,
N.Y. 10G16.

grams per f{luid
Giuco-suilas r_inu;d

"e 1nd 25 grams of
100 milliliters (NDA
s & Co.. 3229 Brown
Avenue. St. Louis. Mo. 53115,

The Commissicner ¢i Food and Drugs,
pursuant o0 provisicns of the Federal
Teeod. Druz, and Co:::‘.e:'c Act fsec. 503
(e}, 32 3tact. ‘Oa" as "n.ez"ced 21 US.C.
a anthoarizy dele-
21200, Bnds: D
al exrerisnce
polications or
th2 apolica-
~luated together
.')le when "‘e

a

(‘) <«

wn '3 oe :"'e ‘or Bt
cn tiwe aonlicaticns
e
ith
n

o
tiat because of it
vious hazarcs associated wit
and the imbolance betwes
=sw of serious unteward erf-
wcit drmigs, continued use
v l3 not ‘\..:mt\.d as owner
ifonamices have equivalent
avolve mueh less misk: and
«3) that new information, avaluated to-
getiier Wity the evidence available when
thhe appiications were approved., shows
there is 2 'ack of subsitantial evidence

'l\u..u ole s
bemest aud

that the drues will have the 2T2:2t thev
purport or are represented 9 :
the conditions cl use prescrikzd.
mended. or sugzistad in othelr
Therefore

[ArAjnog

Alidliis s,

new-drug

nave ungss

recor-
lapeiing.
to rine lortyoing
the zousve-ilstad
ations, and ail cmend-
ments md =R .‘.enr.s thersuy, !
drawn eifec e on the da:s
signacure of his document.

Dated: Sapiamber 28, 1970,
San D. Fine,
associate Commissioner
tor Compliance.

[F.R. Doc. 70-i35372: Filed, Oc:i. 1%, 1970;
8::6 am.}
.



