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Figure 1: Export from Pakistan to the World in Surgical Sector.

Valve in USS Thousand Exports from Pakistan to the World

Source: Federal Bureau of Statistics
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/[lIwww.ic.gc.ca/eic/site/tdo-dcd.nsf/eng/Home
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I*I oGroég:-.nazgm Sfléfnagg‘ei Canada.ca | Services | Departments | Frangais

i+l

Industry Canada | Canadi
. 9"@!’ | Search Industry Canada

All topics Just for businesses Just for consumers Forms, reports, guides __.

! Home » Import, Export and Investment » Trade Data Online

Trade Data Online (TDO)

Generate reports by product or industry

Search by product Search by industry

Trade Data provides the ability to generate customize reports on Canada and U.S. trade in goods with over 200 countries.

Latest Data Related Sites and Information
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Title U.S. Imports
2] ; i f H f i
Products HS 9018 - instruments and appliances used in Medical, Surgical or VeterinAry
Canada Origin TOP 10 Countries
y t Destination United States
-l Bt - Period Latest 5 years
All topics - Just for businesses - Just for consumers reports, guides ... EI_'IO = Y
Units Value in Thousands of U.S. Dollars

Industry Canada

Home » Import, Export and

Trade Data Online

Change Criteria

tielp | Return to Trade Data Online

Report

Report Date: 2014-10-02

Report

2009 2010 2011 2012 2013

Criteria
Mexico 3,481,658 4,053,519 4,401,602 4,426,237 4,560,165

Titl US. I
I‘Ir‘ufiuclb HS QUTgoT:alrumcula and apphances used in Medical, Surgical or VetennAry Sciences Germany 2’0641 123 2' 16 1’640 2" 524’182 2’4 ]‘31' 009 2'472’2 17
Origin All Counties (Total) Japan 1,227,205 1,433,849 1,454,341 1,508,392 1,621,615
Destination United States
Periad Latest 5 years Ireland 1,065,750 1,088,020 1,250,298 1,284,252 1,379,600
itk Nase iy Milinng o .3 Dol China 683,204 954,431 1,060,539 1,215,748 1,307,679
Change Criteria Costa Rica 629,160 679,462 709,241 879,403 910,691

Switzerland (including Liechenstein) 469,661 533,024 688,545 743,621 823,607
Report Dominican Republic 509,058 567,699 576,924 647,470 705,984

Israel 338,667 341,075 353,078 393,130 418,663

Canada 289,324 326,150 384,170 364,393 379,556
Sub-total 10,757,809 12,138,870 13,402,921 13,875,655 14,579,777

Others 2,445,990 2,691,263 2,995,846 3,073,896 3,258,076

Total All Countries 13,203,799 14,830,132 16,398,767 16,049,551 17,837,853

2009 2010 2011 2012 2013
All Countries (Total) 13,204 14,830 16,399 16,950 17,838

Data Source: Statistics Canada & US Census Bureau

Data Source: Statistics Canada & US Census Bureau
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Trade by
Commodity -

Current date:
10/02/2014 2:29

July 2014

June 2014

June 2014 4
July 2014

July 2014 ¥TD

July 2013 ¥TD

July 2013
YTD - July

District

Measures

All Districts

9018 Medical,
Surgical, Dental

Value
(Dollars)

$ 6,942,558.00

< 6,366,349.00

$44,907,072.00

$43,380,854.00

3.52

$73,344,116.00

$71,999,990.00

$ 63,385,207.00

$52,359,252.00

Quantity

Unit Price
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Product Classification

FDA Home Medical Devices Databases

New Search

Back To Search Results

Device

Regulation Description
Regulation Medical Specialty
Review Panel

Product Code

Premarket Review

Submission Type

Regulation Number

Device Class

Total Product Life Cycle (TPLC)
GMP Exempt?
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Scissors, General, Surgical

Manual surgical instrument for general use.
General & Plastic Surgery

General & Plastic Surgery

LRW

Office of Device Evaluation {ODE)
Division of Surgical Devices (DSD)
General Surgery Devices Branch Two -
Surgical (GSDB2)

510(K) Exempt
878.4300
1

TPLC Product Code Report
No




| o )

CFR - Code of Federal Regulations Title 21

FDA Home

Medical Devices Databases
New Search Help | More About 21CFR

Code of Federal Regulations] — See Related
Title 21, Volume 8] | 3 Information
Revised as of April 1, 2014]

CITE: 21CFR878.4800]

TITLE 21--FOOD AND DRUGS
CHAPTEER I—--FOOD AND DEUG ADMTINISTRATION
DEPAETMENT OF HEATLTH AND HUMAN SERVICES
SUBCHAPTEER H--MEDICATL DEWVICES
PART 878 —— GENERAL AND PLASTIC SURGERY DEVICES
Subpart E——-Surgical Devices

Sec. 878.4800 Manual surgical instrument for general use.

{a) Identification. A manual surgical instrument for general use is a nonpowered, hand-held,
or hand-manipulated device, either reusable or disposable, intended to be used in wvariocus
general surgical procedures. The device includes the applicator, clip applier, biopsy brush,
manual dermabrasion brush, scrub brush, cannula, ligature carrier, chisel, clamp, contractor,
curette, cutter, dissector, elevator, skin graft expander, file, forceps, gouge, instrument
guide, needle guide, hammer, hemostat, amputation hook, ligature passing and knot-tying
instrument, knife, bkblood lancet, mallet, disposable or reusable aspiration and injection
needle, disposable or reusable suturing needle, osteotome, pliers, rasp, retainer, retractor,
saw, scalpel blade, =calpel handle, one-piece scalpel, snare, spatula, stapler, disposable or
reusable stripper, stylet, suturing apparatus for the stomach and intestine, measuring tape,
and calipers. A surgical instrument that has specialized uses in a specific medical specialty
is classified in separate regulations in parts 868 through 892.

{(b) Classification. Class I (general controls). The device is exempt from the premarket
notification procedures in subpart E of part 807 of this chapter, subject to the limitations
in 878.9.

[53 FR 23872, June 24, 1588, as amended at 54 FR 13828, RApr. 5, 198%; 5% FR 63010, Dec. 7,
1984; 66 FR 38803, July 25, 2001]
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Regulation Description Dental hand instrument.

Regulation Medical Specialty Dental 872 4565 - /‘k-'\-‘é FDA u
Review Panel Dental .

Product Code !,—-—f @=}£4FJ Lj““at:>'(45-LLL““\ N (:; thlc) -

Submission Type

Regulation Number

Device Class

Total Product Life Cycle (TPLC)
GMP Exempt?
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m U.S. Food and Drug Administration

Home | Food | Drugs

FDA Home = Medical Devices = Databases

| Medical Devices | Vaccines

.{ U.5. Department of Health & Human Services

A-7 Index

Establishment Registration & Device Listing

Search |

iy www.hhs.gov

Thiz databaze includes:

« medical device manufacturers registered with FDA and

« medical devices lizted with FDA

Mote: Regiztration of a device establizhment, az=zignment of a regiztration number, or lizting of a
medical device doeg not in any way denote approval of the establishment or itg products by FOA,
Learn More...

, Blood & Biologics | Animal & Veterinary | Cosmetics | Radiation-Emitting Products | Tobacco Products

Search Database

k4 Help 4 Download Files

Eztablizshment |
Mams

Owner/Operator |
Mame

Propristary |
Hame

Product l—_l
Code b

Eztablizshment |
State (U.5.)

Quick Search

Regiztration |
Mumber

Owner/Operator |
Mumber

Claz=ification |
Device Mame

Eztablizhment
Tooe | [

E=ztablizhment |

Country
Clear Form Search |

Other Databases

S10(k)=

Regiztration & Lizting
Adverze Eventz (MAUDE)
Recallz

Pre-Market Approvalz (PMAz)
Inzpections

Device Clazsification
Standards

Total Product Life Cycle
CFR Title 21
Radiation-Emitting Productz
X-Ray Az=embler

Medzun Reports

CLLA

Heed to update your
information?

To maodify, add, or delste
information, log onto your
FURLS account.

Note: Changes will appsar
when the database is
updated (usually every
Monday).
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stablishment;
Afinity Medical Technologies Ay SSdul ol Swojbhigy m
1732 Reynolds Ave w NI . -
Inine, CA 92614 oobisd S AV Iy g Jleaial Sl SOl m
Registration Number: 2031044 \j )S ( ).uu\ﬁ
Status: Active 3 — ] N
Date Of Registration Status: 2010 3\5 C\)S J\_u oJL.ajJ u
Owner/Operator: 3‘) :)S DL <) .

Affinity Medical Tpchnuluqle
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http://www.fda.gov/medicaldevices/deviceregulationandguidance/howtomarketyourdevice/premarketsubmissions/premarketnotification510k/default.htm
http://www.fda.gov/medicaldevices/deviceregulationandguidance/howtomarketyourdevice/premarketsubmissions/premarketnotification510k/default.htm
http://www.fda.gov/medicaldevices/deviceregulationandguidance/howtomarketyourdevice/premarketsubmissions/premarketnotification510k/default.htm
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http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.3
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.3
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.3
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.5
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.5
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.2
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.2
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.2
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.20
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.22
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.22
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.22
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.25
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.25
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.3
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.3
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.3
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.30
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.4
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.4
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.4
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.40
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.5
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.5
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.5
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.50
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.6
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.6
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.6
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.60
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.65
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.65
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.65
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.7
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.7
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.7
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.7
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.7
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.70
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.72
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.72
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.72
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.75
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.75
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.8
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.8
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.8
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.80
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.86
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.9
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.9
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.9
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.90
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.10
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.10
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.10
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.100
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.11
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.11
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.11
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.120
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.130
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.130
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.130
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.12
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.12
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.12
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.140
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.150
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.150
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.150
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http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.160
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.170
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.170
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.170
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.13
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http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.14
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.14
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.200
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.15
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.15
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820&showFR=1&subpartNode=21:8.0.1.1.12.15
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=820.250
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Manadgement Folicies
Objectives
Crganization

Documentation
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o Monitor
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EAY Import Trade Auxiliary Communications System

Welcome to Import Trade Auxiliary Communications System

ITACS allows the Import Trade Community to:
1) Check status of Entries 2) Input Line Availability 3) Submit Requested Documents

E To get started, at a minimum please enter an Entry Number. If you would like to narrow your entry search, please provide a Line Number.
The security letters are required for entry, when provided by the system.

*
are required fields

Entry Number: &k (Example: 00-3000000-X)
CEBP Line Number:
FDA Line Number:

‘ )) Hear a set of letters

o Get a new set of letters

5t3teq

Please enter the letters provided:*

““suemT |

= Helpful Links

Access FDA Product Code Query Import Program Page
FDA Import Office Locations and Contact Information Import Alerts

Import Refusals
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EDAMARCS| Import Trade Auxiliary Communications System

Status and Actions

Results

Entry Number: BVX-0306462-3 Entry Level Status: Entry Closed by FDA

Select | Entry/CBP-FDA[Suffix] Product Product Code Quantity

BVX-0306457 %'t .1 SYSTEM, IMAGE PROCESSING 80L--LZ Total: 1.0 Pieces (1.0 Pieces)

Quantity Country Name Status Status Date ITACS Status

Total: 1.0 Pieces (1.0 Pieces) United States May Proceed Without FDA Examination 06/19/2014 Document Submitted
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FDA Inspection Responsibilities
Total Establishments®™ 113,170

Foods 50254

Misc Warshouses 25706
Calor Additives 126
Vitaming 2,194

Cosmatics 2865

Radiclogical Heatth 4 745

Medical Devices 22 368 Biclogics 4 298

Anmal Drugs and Feeds 4 654

Human Drugs 12,174

*FDA defines establishments as a business or other facility under one ownership and at one geographic location or address that
processes, manufacturers, labels, repacks, stores, distributes, tests, or otherwise manipulates products under the jurisdiction of
FDA. In addition, certain individuals or goups of individuals whose activities fall under the jurisdiction of FDA are also
establishments. The sum of all categories is greater than the total because some establishments do business in more than one
category.
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Electronic Transactions

Import Entry Lines

_I_ OASIS
S Prior Notice
Ent,_? Customs P a:::ee _ food tor

FDA district

entry reviewer

&=
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http://www.fda.gov/foi/warning.htm
http://www.fda.gov/opacom/Enforce.html
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http://www.fda.gov/ora/fiars/ora_import_alerts.html
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AtoZIndex | Follow FDA | FDA Voice Blog

U.S. Food and Drug Administration ]
=TD)/A\

Protecting and Promoting Your Health Most Popular Searches

Home } Food | Drugs | Medical Devices | Vaccines, Blood & Biologics §| Animal & Veterinary | Cosmetics | Radiation-Emitting Products

Tobacco Products
lIIIPUI L HII'.:I't 76'01

FDA Home Import Program Import Alerts Imports Alerts by Number Import Alert

(Note: This import alert represents the Agency's current guidance to FDA field personnel regarding the manufacturer(s) and/or products(s)
atissue. It does not create or confer any rights for or on any person, and does not operate to bind FDA or the public).

Import Alert # 76-01
Published Date: 09/22/2014
Type: DWPE
Import Alert Name:
Detention Without Physical Examination Of Medical Instruments from Pakistan

Reason for Alert:

NOTE: The revision of this Import Alert dated 10/03/2011 updates the Guidance section and Reason for Alert section to reflect current Agency
thinking regarding removal from detention without physical examination. Changes are noted and bracketed with three asterisks (™).

***|n 1991, FDA issued Import Alert 76-01 for stainless steel surgical instruments manufactured in Pakistan. The import alert provided guidance
that the instruments appeared to be violative under section 501(c) of the Act, as the quality of the instruments appeared to fall below that which they
were purported or represented to possess.

BEC[(ER The import alert was put in place after documented analysis revealed great variability in chromium content, causing concern that medical
instruments manufactured from Pakistan were not compliant with the guality system regulations. FDA implemented a third party Quality System
PO Ll Al( q Audit Program to verify the compliance of manufacturers of medical instruments intended to be distributed within the United States. This third party

auditor verification was coupled with sample analysis regimen to exempt firms from Detention Without Physical Examination.
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http://www.fda.gov/ICECI/ComplianceManuals/RegulatoryProceduresManual/default.htm
http://www.fda.gov/ICECI/ComplianceManuals/RegulatoryProceduresManual/ucm179264.htm
http://www.fda.gov/ICECI/ComplianceManuals/RegulatoryProceduresManual/ucm179264.htm
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Division of Import Operations and Policy (DIOP) —
Food and Drug Administration e
12420 Parklawn Drive e
ELEM-3109 -
Rockville, MD 20857 e
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mailto:ImportAlerts2@fda.hhs.gov
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http://www.earthcargo.com/imgs/forms/Reasonable-Care-Checklist.pdf
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http://rulings.cbp.gov/
https://apps.cbp.gov/erulings/index.asp
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http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm
http://www.access.gpo.gov/nara/cfr/waisidx_10/21cfrv8_10.html
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm
http://www.fda.gov/ForIndustry/ImportProgram/ImportAlerts/default.htm
http://www.fda.gov/ForIndustry/ImportProgram/ImportAlerts/default.htm
http://www.fda.gov/ForIndustry/ImportProgram/ImportAlerts/default.htm
http://www.ic.gc.ca/eic/site/tdo-dcd.nsf/eng/Home
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http://www.customsandinternationaltradelaw.com/
http://www.cbp.gov/xp/cgov/trade/basic_trade/
http://www.cbp.gov/xp/cgov/trade/legal/
http://www.cbp.gov/linkhandler/cgov/newsroom/publications/trade/iius.ctt/iius.pdf
http://www.cbp.gov/linkhandler/cgov/newsroom/publications/trade/iius.ctt/iius.pdf
http://www.cbp.gov/xp/cgov/trade/legal/
http://rulings.cbp.gov/
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Home > Best Practices » FDA Discusses TOP Reasons for Detention of Goods

FDA Discusses TOP Reasons for Detention of Goods

By Jennifer Diaz on March 20th, 2013
Posted in Best Practices, Cosmetics, FDA Issues, Food, FSMA, Import, Import Alert, Medical Devices

ASERVICES, At today’s Import Operations Training, sponsored by the U.S.
» Food and Drug Administration (FDA) and the Florida Customs
I )’ Brokers and Forwarders Association (FCBF), top officials from
C ) FDA traveled to Miami to educate importers and brokers.
w Topics ranged from a general overview of FDA compliance,
*"?«!ﬂ TOP rationales for FDA detentions, Food Safety and
Modernization Act (FSMA) updates, an overview of the newly re-
organized (now DIO) Division of Import Operations (formerly DIOP — policy has now been removed), an
overview of CBP & FDA’s Joint Team 488 — which handles liquidated damages claims for underlying FDA

violations and much more. Highlights of the TOP rationale for detentions follows, as | feel this is of
most value to you to know and is arranged by commodity.
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