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W~RNING LET’I’E~
,

VIA FE LIE1<AL EXPRESS

Mr. Mu}~ammad Llutt, CEO
Moshin Surgical Industries /JME3 Industries
P.o. [’, OX 1849
Commissioner Road
Sialkot, Pakistan

Duri ncj an inspection of your firm located at Commissioner
I<oad , Sialkot, Pakistan, on October 24 and 26, 1996, our
Investigator determined that your firm manufactures
stainless steel medical devices including various types of
forceps, needle holders, scissors, and others. These
products are devices as defined by section 201(h) of the
Fedcri]l l~ood, Drug, and Cosmetic Act (the Act) .

0
‘1’he above-stated inspection revealed that your firm appeared
to be followincj Good Manufact~ring Practices (GMPs) ;
however, samplincj reveals that the devices do not meet the

specification for chromium concentration for ~
stainless steel. These devices are adulterated

under section 501(c) of the Act, in that their strength,
purity, OL- c~uality falls below that which they purport or

lt is your responsibility to ensure adherence to each
requ i t-cznle~lt of tl]c? Act and regulations. Failure of your
medical devices to pass laboratory analysis may be
symptomdt ic OL serious underlying problems in your firm’s
m(~rlu!’actur i r~q and quality assurance systems. You are
res~)on:;ible fot.- ir~vesti.qatincj and determining the causes of
t)~e violatiorls identified by the Food and Drug
Ac~mi.nistration. If the cal~ses are determined to be systems
~)roblem:~, you must promptly initiate permanent corrective

f“’C(I(2~il 1 acjencics are advised of tile issuance of all Warning
I.,ettc!t-:; iIbOLAt C]C2ViCC?S SO that tt]ey may take this informatio)~
il]to ,~cco~lnt when considering the award of contracts.
A(jclitiorla] ly, no pending applications for premarket approval
(1’MAs) wi 1 I be ~]pproved, and no premarket notifications
[:~{!ctiorl Ll[)(k) ‘s] will be found to be s~]bstantially
cc~l]iva letlt f or- products m~~nu!acturcd at your facility unti I
L))(’ vi(~l,ltiorl tlil[; t)f:[:j) ccjrr-cct.ed.
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Given the se~-ious nature of the violation of the Act, all
devices manufactured by Moshin Surgical Industries/JMB
Ir~dustries, Commissioner Road, Sialkot, Pakistan, may be
clctaincd without physical examination upon entry into the
United States until these violations are corrected. Moshin
Surgic C~1 Inclustries/JM13 Industries is being removed from
Attactlmcnt A of Import Alert # 76-01. This Warning Letter
superscldc’s our letter to you dated January 27, 1997.

Ill Orclc?r to remove your devices from detention, i.t will be
necessary for you to provide a written response to the
c)larcjes in this Warning Letter for our review. After we
notitiy you tt~at your response is adequate your products may
resume entry under Attachment A of Import Alert # 76-01.

I’leilse notity this office in writing within 15 working days
of” receipt of this letter, of the specific steps you have
takel~ to correct the noted violation, including an
cxpl(~n; lt ion of c~]ch step being taken to prevent the
r-ccl lt-r-c?ll cc! of” similar violations. Please include any and
,]1 1 dcc~]mc?ntation to show tl~at aclequate correction has been
acl~ievcd. In the case of future corrections, an estimated
date 0[ completion, and documentation showing plans for
correction, should be included with your response to this
lc!ttel”. lf the documentation j.s not in English, please
provide a translation to facility our review.

Your response should be gent to:

Mr. George Krochling, Chief
General Surcjcry Devices Branch, HFZ-323
Office or Compliance
Divisior~ of I;nforcernent I
Center for [Icviccs and Radiological
}Icalth
Us. I;ood at]d Drucj Administration
209u Gaitllcr Road
l<ockville, Ml) 20/150 U.S.A.

sl~u~iltl you require assistance in ur~dcrstanding the contents
Ot- t)~i:j letter, contact Mr-. Joseph L. Salyer at the above

I(I( (11”(-!:;!; C>l- ilt (301)-594-4595, l{xt.1”75 or FAX (301)-594-4636.


