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riod because af the ra.uuru'ot nid
spondenta to ‘§rnish responsive answers
‘0 Interrogatofles without :good cause,
being shown.| This applicadon was:
made pursuantito } 382.15 of the Txport
Regulations (Title 15, Chapter III, 3ub-
chapter B, Codd of Pederal Requlations).
In accordance with thé usmal practice,
the appiicatiors for an hd ts demial
order was refqgred to the .Compllance
Commuissioner, ; Bureau - of Iinemauonn
Commerce, wh¢ after consideratio
the evidence has recommended that
application be granted. | ¢
The report of the Comx:i

the applicationt have been: conndared

The evidence ted h that tha-
respondent f Nemsa M ™ R.ezel-'
techniek, also tRown as Nems Xantorsn.|.
ts a dealer Ir. tdlecommumicstion’ equip-:
ment and has {8 place of business ini'
Amsterdam, Th Netherf:md; that Tte |
Hilma Seitz is the sole ‘Droprietress of |
sald firm; that respondent Waldamar .

Seitz, husband ¢ sald Ute Hilma-Beits. |

is the tndividual responsible for the op~ :

erations of the! Arm; thal the afo
Investigations on is{condu

investigation Intb the disposition dy said :
respondents of | cartain 'strytegle USB.
origin commodides xnown to have been 3
received by themi; that sai lnrestizadcn
is to ascertain whether 3ald 7pspondents
reexported ar ‘raded in sald commodities !
in violation of the U.S. Expart Regula-

tions. It is ‘mpracticablé tg subpoena :
the respondents, Xnd relevant:and mate- >
rial interrogatories were sexved on them
pursuant o § 383.15 of the EXxport Reg-

ulations. Sald respondents Have failed
to furnish responsive xnswers;to said in-
terrogatories as required by said section,
and they have nat shown § cause for
such fatlure. I find that an ogder deny-
ing export privileges to said rdspondents

for an indefinite period is reasanably nec-“ywhereby the respondents or related party_

essary to protect the public imerest and
to achleve effective enfortemiynt of the
Export Control Akt of 1949, asiamended.
This order shall!slso extend th Ute Hil-
ma Seitz, ownerbtmznrmN@a.ueec-
En Regeltechmieki S

Accordingly, itils hereby ot;ier‘ed

1. All ouut.andmz nlidsted‘eIDOrt 11-
censes in which’ ndehts pppear ot
participate In manner of capecity
are hereby revoked and shall b4 retarned
forthwith ‘o the Bureau of msﬁona.l
Commerce for cafcellatio

O. The respordents, meir pa.rtnem
representatives, . ggents, add. ployees

hereby are denied all privilegeq of mrtl :

cipating, directly! or Indirsctly, ix any
manner or capaaity, in any tion
iInvolving commodities or techilical data
exported from the:United States in whold
or {n part, or to:b%e exported,ior which
are otherwise subject 0 the Export Reg-
ulatdons. Without' lUmitatior: of = the
generality of the foregoing.|pasficipation
prohibited in any sach trandaction, either
tn the Unitad States or 3 shall In«
clude participstici, directly or indirsctly;
In aoy manner ar capacity: €a) ‘As

garty or as a reprssentative of a party
to any validated: erport lcense applica-
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lance Com- -
missioner and the evidente LQ support of |,

§ insofar
fmodiﬁed hbereafter In aworda.nce with
+ the Export Regulations.

b
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NOT!C;S

(b) n the mpmuon or mlnx of
any expon licensefapplication 6r reex-
portation authorization, or any docu-
ment 0 be submitied therewith; (¢) In
the obtaining or using of any ralidated
or general export litense or other sxport
controi document; {(d) |n the carrying on
of negotiations with respect to, or in the
recetving; .ordering, buying, .selling, de-
lvering, storing, uging, or disposing of
any commodities or technical data In

~ whole orin part exported ar to be ex-

ported.from ths Trited States: and (e)
{in the Amancing, {crearding, ransport-
ing, or other servicihg of auch commodi-
ties or technital data.

III, Sush denial .0f export privileges
shall extend not only to the respondents,
but 1130 .0 ‘heir agents and employees
and %o any successor and {0 any person,
firm, corporation, or business organiza-
tion with: which they now or hereafter
-may be.ralatad by affiliztion, ownership,
control, position of responsibility, or
other conpeczion {n the conduct af trade
T or sexrvices conn tHerewith,

IV. This order shall’remain in effect

'L until the respondents provide responsive
m r

anxwers, writien information. and docu-
ments in response o the {nterrogatories

; heretofore.served upon them-or zive ade-

quate re=asons for laflure to do so, except
3gthis order may be amended cg

V. No person. irm, corporation, part-

; - nership, of other business organization,

hether in tHe United States or else-
.where withowt prior disclosure to and
! specific authorization from the Buresau of
dnbemaudbu ‘Commercz, shall do ‘amy
i 0of the ‘ollowing acts, direct.ly or lhdi-
'rect.br, or carry on aegotiations with re-
ispect thereio, in any manner or capacity,
{on behalf of ar \n any association with
{the respondents or any related party, or

may obtain ang beneflt therefrom or have
any !nterest or participsation therein; di-
frectly or indirectly s (a) ‘Apply for, obtain,
transfer, of use any lcense, Shipger's
i rt Deglaration, Bill of ding, or
ot.hbr export control document relating
‘to any exportation, Teexportation, trans-

Shipment, of diyerzion of any commodity
or technica] data or to be ex-
ported from the United States, by, to; or
for any such respondent or related party
denled export privileges; or (b) -order,
buy, receive: use, sell] delfver, store, dis-
pose of, formard, transport, finande, or
Otherwise sarvice or ‘participate In any
é&xportation,! reexportation, transship-
inant, or diversion of|any commodity or
lechnical data mtld or to be zxported

4 the United States. -

VI. Acopy o{tmsordershulbese'—ved
Qpon the nts. ..
VII..In actordancs with the provmoru
} 383.15 of the Zxpart Regulations, the
m'pondentamaymm at any time o
(ncata or modify this indefinits cenial
by Alirg with tba Compliance Com-
oner, Byreau of Jnternational;Com-
rherce U.S. Department of Commerce,
Washington, D C., 20330, an appreprite

n?odon for rgllet NDTQM by mbstan-
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dal svidence, and may ilso request an
oral hearing thereon, which, { requestad
shall bde held  before the Comnitance
Commissioner in Washington. D.C.. at
the earliest convenient date:

This order shall Deeome effactive
forthwith. .

Dated: Mnrch 14, 1968.

Rauxx H. Mxrxx,
Dtrector, Oﬂ!ce o] Zxport. Contro{

|PR. Doc. 56-2907: Plled. Mar. 18, 19e6;
3:48 2. |

DEPARTMENT OF HEALTH, EDU-
 CATION,  AND WELFARE

food and Drug Admlmﬂmﬁon
[Dockst. No. FDC-D-31; NDA No. 11-791]

HOFEMANN-LA ROCHE, INC.

Madricidin Capsules; Notice of With-
drawal of Approval of New:-Drug
Appiication

Hoffmann-La Roche, Inc., Nutley, N.J.,
07110, holder of approved new-drug ap-
plication No. 13791, and all’ amend-
ments and jupplements theretd, lor the
drug ‘‘Madricidin Capsules (suifadime-

- thoxine, 12% mg.; phenindamine tartrate,

10 mg.; acetaminophen, 120 mg.. caf-
{eine, 30 mg:).” has waived opporiumity
for a hearing on the wlthdra'tl of said
application.

The Commizsioner of Food a.nd Drugs,
by virtue of the authority vested In the
Secretary of Health, Education, and
Welfare by the Pederal Pood, Drug, and
Cosmetic Act (seq. 505(e), 52 Stat. 1083;
21 US.C. 355(e)) and; del to the
Commissicner by the Becretary (21 CZR
2.120; 31 P R. 3008), inds that:

1. The drug Madnddin Capsules is
not safe for use upon the basis of which
the application” was approved on the
ground that thers have been a number
of reports associating the use of sulfa-
dimethoxine, a component of Madricidin
Capsules, with the occurrence of Stevens-
Johnson . syndrome and a number of
deaths resulting therefrom; and

7. New information, evaluated to-
gether with the evidence available when
the application was spproved, shows that
substantial svidence ls lacking that the
drug will have the sffect it purports or
is represented ‘o have under the condi-
tions of use prescribed, recommmded. or
suggested {n its labeling.

Therefore, on the basis of t.bc {ore-
going fndings of {act, the approval of
new-drug application No. 11~-791, and all
amendments and supplements thereto,
applying to Madricidin Capsules is with-
drawn, effectiveron the date of signature

otmndx;gument. )
Tuted: March 11, 1968.

* Jaxxs L. Goobarp,
Commissioner ol Food and Drugs.

[PR. Doc. 86-7920: ﬁled Mar. 18, 1964;
3:47 :ml '
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