
ORIGINAL

The Applicant (or the Applicant on behalf of the Consignor), by utilizing this document, certifies that:
- The above-mentioned goods originate in the country(ies) specified above and comply with the rules of origin 
applicable in the country(ies) to those goods.
-The information in this certificate and in any documents provided to the Boulder Chamber  ("BC") is accurate, 
true and complete. 
-The Applicant undertakes to advise BC and any other person(s) to whom the applicant provides this 
Certificate (or to whom the Certificate is provided to with the knowledge of the Applicant) promptly in writing 
of any inaccuracy, omission or change in such information, or in the origin of goods. 
-The Applicant will maintain, and present upon request, such documentation as is necessary to verify the 
truth, accuracy and completeness of this certificate and accompanying documents. 
-In consideration for the BC’s issuance of this Certificate, the Applicant agrees to release, discharge and hold 
harmless BC from any liability in connection with the issuance of this certificate and to indemnify BC in 
respect of any costs and/or claims made against BC in connection herewith. 
-The Applicant is authorized to give the undertakings set out herein.

CERTIFICATE OF ORIGIN
Certificate Number :

VERIFY.FTGS.US
TO VALIDATE, GO TO 

Date :

Country of OriginWeight
Description
(May include notes on Quantity, Item Number, Marks and Numbers, Kind of Packages.)

Buyer (Importer)

Seller (Exporter)

Consignee

Transport Type Port of Loading

Destination Country Destination Port

Export Date Exporting Carrier

Import Permit Number Bill of Lading / AWB

Owner or Agent Forwarding Agent

Remarks

Name of Authorized Trade Association

Authorized Signature

BC-COO-74437-6a031377a0b9c
May 12, 2026

CORDIS INDIA MEDICAL DEVICES PVT LTD
BLDG NO.A3,UNIT NO.E, BABOSA INDUSTRIAL PARK
SARAVALI VILLAGE, BHIWANDI
THANE, MH, India, 421302
India

Cordis US Corp
14201 Northwest 60th Avenue
 Miami Lakes
 Florida
 USA

Air O'Hare International, Chicago

India CHHATRAPATI S MAHARAJ, MUMBAI

2026-05-14 **************

************** 4320203808

*************** EXPEDITORS 

Consignor reference: 0001071852 

MEDICAL DEVICES 298.82 (KGS) Costa Rica, Ireland,

Mexico, United States

===========================end of products=========================== ====== ==========
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PO DATE

Invoice

Invoice

Ship ToExporter

Ship From Bill To

End-User

Freight Forwarder

Carrier

MOT :

Incoterms &  Location :

Port of Export : 

Port of Unlading : 

Payment Method: 

Payment Terms: 

0001071852

11-05-2026

DC Branch Plant
8631664300
4080 Executive Dr
Southaven, MS 38672
United States of America 
863163643 

CORDIS INDIA MEDICAL DEVICES PVT LTD
BLDG NO.A3,UNIT NO.E
BABOSA INDUSTRIAL PARK
SARAVALI VILLAGE, BHIWANDI
THANE, MH 421302
India 

CORDIS INDIA MEDICAL DEVICES PVT LTD
701,B WING, SUPREME BUSINESS PARK
HIRANANDANI GARDEN
HIRANANDANI GARGEN, POWAI
MUMBAI, MH 400076
India 

CORDIS US CORP
86316364300
14201 NW 60th Avenue
Miami Lakes FL
United States of America 33014 
86-3163643 

EXPEDITORS - MEM

BRITISH AIRWAYS, ,HAWB: 4320203808,MAWB: 125-
20189632

DPU : Chhatrapati S Mahara J, 
Mumbai

Air

Net 45 Days

O'Hare International, Chicago

Commercial Invoice

1.000 4244020W CR 19018390040 EAR99AVIATOR PLUS .014 4.0X20 142CM
Lot#: 82354141
Expiration Date: 10/31/2028

444631
30-Apr-2026

EA 3903.99 3903.99

2.000 48002515X CR 29018390040 EAR99SABER 2.5MM15CM 150
Lot#: 82350577
Expiration Date: 09/30/2028

444631
30-Apr-2026

EA 5275.63 10551.26

3.000 48003004R CR 29018390040 EAR99Saber .035 3x40 135cm SL
Lot#: 82351697
Expiration Date: 09/30/2028

444631
30-Apr-2026

EA 5603.63 11207.26

4.000 48003015X CR 19018390040 EAR99SABER 3MM15CM 150
Lot#: 82350586
Expiration Date: 09/30/2028

444631
30-Apr-2026

EA 5315.37 5315.37

5.000 502455 IE 2609018390050 EAR99DGW .035 FC J3MM 260CM TEF
Lot#: 35275009
Expiration Date: 01/31/2029

444631
30-Apr-2026

EA 646.03 167967.80

6.000 502521 IE 16309018390050 EAR99DGW .035 FC J3MM 150CM TEF
Lot#: 35274844
Expiration Date: 12/31/2028

444631
30-Apr-2026

EA 392.35 639530.50

alejandro.
bencomo01@cordis.
com-cordis

05-11-2026
1 of 9

INR 2576220.02Total Invoice ValueThese items are controlled by the U.S. Government and authorized for export only to the country of ultimate destination for use by the ultimate 
consignee or end-user(s) herein identified. They may not be resold, transferred, or otherwise disposed of, to any other country or to any person 
other than the authorized ultimate consignee or end-user(s), either in their original form or after being incorporated into other items, without first 
obtaining approval from the U.S. government or as otherwise authorized by U.S. law and regulations.
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Invoice Number Invoice Date

Exporter Ship To End-User

ITEM

NO

PART NO DESCRIPTION  HS COO UNIT PRICEPURCHASE ORDER NO UOMQUANTITY TOTAL PRICE

Note

Page Number

ECN

PO DATE

Commercial Invoice (continuation)

CORDIS INDIA MEDICAL DEVICES PVT LTD
BLDG NO.A3,UNIT NO.E
BABOSA INDUSTRIAL PARK
SARAVALI VILLAGE, BHIWANDI
THANE, MH 421302
India 

CORDIS US CORP
86316364300
14201 NW 60th Avenue
Miami Lakes FL
United States of America 33014 
86-3163643 

0001071852 11-05-2026

7.000 502521 IE 1409018390050 EAR99DGW .035 FC J3MM 150CM TEF
Lot#: 35274845
Expiration Date: 12/31/2028

444631
30-Apr-2026

EA 392.35 54929.00

8.000 502526 IE 809018390050 EAR99DGW .032 FC J3MM 150CM TEF
Lot#: 35274256
Expiration Date: 10/31/2028

444631
30-Apr-2026

EA 392.35 31388.00

9.000 502542 IE 359018390050 EAR99DGW .035 FC STR 150CM TEF
Lot#: 35275057
Expiration Date: 01/31/2029

444631
30-Apr-2026

EA 383.05 13406.75

10.000 502555 IE 209018390050 EAR99DGW .035 FC STR 260CM TEF
Lot#: 35274837
Expiration Date: 12/31/2028

444631
30-Apr-2026

EA 592.76 11855.20

11.000 502735 IE 159018390050 EAR99DGW.035 FC J3MM SS 260CM PTFE
Lot#: 35274866
Expiration Date: 12/31/2028

444631
30-Apr-2026

EA 1555.04 23325.60

12.000 504604X MX 1009018390050 EAR99AVANTI + 4F STD W/GW
Lot#: 18562066
Expiration Date: 02/28/2029

444631
30-Apr-2026

EA 389.07 38907.00

13.000 504606T MX 159018390050 EAR99SI AVANTI+ 6F MID W/O GW&OBT
Lot#: 18566466
Expiration Date: 02/28/2029

444631
30-Apr-2026

EA 602.94 9044.10

These items are controlled by the U.S. Government and authorized for export only to the country of ultimate destination for use by the ultimate 
consignee or end-user(s) herein identified. They may not be resold, transferred, or otherwise disposed of, to any other country or to any 
person other than the authorized ultimate consignee or end-user(s), either in their original form or after being incorporated into other items, 
without first obtaining approval from the U.S. government or as otherwise authorized by U.S. law and regulations.
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Invoice Number Invoice Date

Exporter Ship To End-User

ITEM

NO

PART NO DESCRIPTION  HS COO UNIT PRICEPURCHASE ORDER NO UOMQUANTITY TOTAL PRICE

Note

Page Number

ECN

PO DATE

Commercial Invoice (continuation)

CORDIS INDIA MEDICAL DEVICES PVT LTD
BLDG NO.A3,UNIT NO.E
BABOSA INDUSTRIAL PARK
SARAVALI VILLAGE, BHIWANDI
THANE, MH 421302
India 

CORDIS US CORP
86316364300
14201 NW 60th Avenue
Miami Lakes FL
United States of America 33014 
86-3163643 

0001071852 11-05-2026

14.000 504607D MX 109018390050 EAR99SI AVANTI+ 7F MID W/OBT
Lot#: 18557017
Expiration Date: 01/31/2029

444631
30-Apr-2026

EA 501.47 5014.70

15.000 504607T MX 159018390050 EAR99SI AVANTI+ 7F MID W/O GW&OBT
Lot#: 18566469
Expiration Date: 02/28/2029

444631
30-Apr-2026

EA 604.41 9066.15

16.000 504610X MX 609018390050 EAR99SI AVANTI+ 10F STD W/GW
Lot#: 18567072
Expiration Date: 02/28/2029

444631
30-Apr-2026

EA 389.07 23344.20

17.000 504610X MX 3509018390050 EAR99SI AVANTI+ 10F STD W/GW
Lot#: 18567429
Expiration Date: 02/28/2029

444631
30-Apr-2026

EA 389.07 136174.50

18.000 504615Z MX 59018390050 EAR99SI AVANTI+ TRANSRAD KIT 11CM
Lot#: 18500905
Expiration Date: 08/31/2028

444631
30-Apr-2026

EA 509.04 2545.20

19.000 504615Z MX 259018390050 EAR99SI AVANTI+ TRANSRAD KIT 11CM
Lot#: 18504154
Expiration Date: 08/31/2028

444631
30-Apr-2026

EA 509.04 12726.00

20.000 507914J IE 59018390050 EAR99SGW STABLIZR .014 180CM J SS
Lot#: 35274609
Expiration Date: 10/31/2027

444631
30-Apr-2026

EA 2653.46 13267.30

These items are controlled by the U.S. Government and authorized for export only to the country of ultimate destination for use by the ultimate 
consignee or end-user(s) herein identified. They may not be resold, transferred, or otherwise disposed of, to any other country or to any 
person other than the authorized ultimate consignee or end-user(s), either in their original form or after being incorporated into other items, 
without first obtaining approval from the U.S. government or as otherwise authorized by U.S. law and regulations.
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Invoice Number Invoice Date

Exporter Ship To End-User

ITEM

NO

PART NO DESCRIPTION  HS COO UNIT PRICEPURCHASE ORDER NO UOMQUANTITY TOTAL PRICE

Note

Page Number

ECN

PO DATE

Commercial Invoice (continuation)

CORDIS INDIA MEDICAL DEVICES PVT LTD
BLDG NO.A3,UNIT NO.E
BABOSA INDUSTRIAL PARK
SARAVALI VILLAGE, BHIWANDI
THANE, MH 421302
India 

CORDIS US CORP
86316364300
14201 NW 60th Avenue
Miami Lakes FL
United States of America 33014 
86-3163643 

0001071852 11-05-2026

21.000 5560540L MX 1039018390040 EAR99GC 5F 056 XB 3.5 LBT
Lot#: 18551522
Expiration Date: 01/31/2029

444631
30-Apr-2026

EA 1505.50 155066.50

22.000 5560800L MX 579018390040 EAR99GC 5F 056 JR 3.5 LBT
Lot#: 18525816
Expiration Date: 10/31/2028

444631
30-Apr-2026

EA 1505.50 85813.50

23.000 5560820L MX 29018390040 EAR99GC 5F 056 JR 4 LBT
Lot#: 18551519
Expiration Date: 01/31/2029

444631
30-Apr-2026

EA 1505.50 3011.00

24.000 588842 MX 39018390040 EAR99GC 8F .088 MP A-1 100CM
Lot#: 18565791
Expiration Date: 08/31/2028

444631
30-Apr-2026

EA 1505.50 4516.50

25.000 588844P MX 19018390040 EAR99GC 8F 088 STR 90CM
Lot#: 18528279
Expiration Date: 04/30/2028

444631
30-Apr-2026

EA 1505.50 1505.50

26.000 588844P MX 19018390040 EAR99GC 8F 088 STR 90CM
Lot#: 18571311
Expiration Date: 09/30/2028

444631
30-Apr-2026

EA 1505.50 1505.50

27.000 67000000 MX 359018390040 EAR996F .070 JL3 100CM
Lot#: 18568116
Expiration Date: 03/31/2029

444631
30-Apr-2026

EA 1505.50 52692.50

These items are controlled by the U.S. Government and authorized for export only to the country of ultimate destination for use by the ultimate 
consignee or end-user(s) herein identified. They may not be resold, transferred, or otherwise disposed of, to any other country or to any 
person other than the authorized ultimate consignee or end-user(s), either in their original form or after being incorporated into other items, 
without first obtaining approval from the U.S. government or as otherwise authorized by U.S. law and regulations.
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Invoice Number Invoice Date

Exporter Ship To End-User

ITEM

NO

PART NO DESCRIPTION  HS COO UNIT PRICEPURCHASE ORDER NO UOMQUANTITY TOTAL PRICE

Note

Page Number

ECN

PO DATE

Commercial Invoice (continuation)

CORDIS INDIA MEDICAL DEVICES PVT LTD
BLDG NO.A3,UNIT NO.E
BABOSA INDUSTRIAL PARK
SARAVALI VILLAGE, BHIWANDI
THANE, MH 421302
India 

CORDIS US CORP
86316364300
14201 NW 60th Avenue
Miami Lakes FL
United States of America 33014 
86-3163643 

0001071852 11-05-2026

28.000 67008000 MX 1219018390040 EAR996F .070 JR 3.5 100CM
Lot#: 18565810
Expiration Date: 02/28/2029

444631
30-Apr-2026

EA 1505.50 182165.50

29.000 67008000 MX 359018390040 EAR996F .070 JR 3.5 100CM
Lot#: 18565811
Expiration Date: 02/28/2029

444631
30-Apr-2026

EA 1505.50 52692.50

30.000 67008100 MX 79018390040 EAR996F .070 JR 3.5 SH 100CM
Lot#: 18565814
Expiration Date: 02/28/2029

444631
30-Apr-2026

EA 1505.50 10538.50

31.000 67012600 MX 419018390040 EAR996F .070 XB RCA 100CM
Lot#: 18566796
Expiration Date: 02/28/2029

444631
30-Apr-2026

EA 1505.50 61725.50

32.000 67013000 MX 239018390040 EAR996F .070 3 DRC 100CM
Lot#: 18570069
Expiration Date: 03/31/2029

444631
30-Apr-2026

EA 1505.50 34626.50

33.000 67019000 MX 19018390040 EAR996F .070 IM
Lot#: 18568153
Expiration Date: 03/31/2029

444631
30-Apr-2026

EA 1505.50 1505.50

34.000 77800400 MX 29018390040 EAR99GC 7F 078 JL 4
Lot#: 18546734
Expiration Date: 12/31/2028

444631
30-Apr-2026

EA 1505.50 3011.00

These items are controlled by the U.S. Government and authorized for export only to the country of ultimate destination for use by the ultimate 
consignee or end-user(s) herein identified. They may not be resold, transferred, or otherwise disposed of, to any other country or to any 
person other than the authorized ultimate consignee or end-user(s), either in their original form or after being incorporated into other items, 
without first obtaining approval from the U.S. government or as otherwise authorized by U.S. law and regulations.
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Invoice Number Invoice Date

Exporter Ship To End-User

ITEM

NO

PART NO DESCRIPTION  HS COO UNIT PRICEPURCHASE ORDER NO UOMQUANTITY TOTAL PRICE

Note

Page Number

ECN

PO DATE

Commercial Invoice (continuation)

CORDIS INDIA MEDICAL DEVICES PVT LTD
BLDG NO.A3,UNIT NO.E
BABOSA INDUSTRIAL PARK
SARAVALI VILLAGE, BHIWANDI
THANE, MH 421302
India 

CORDIS US CORP
86316364300
14201 NW 60th Avenue
Miami Lakes FL
United States of America 33014 
86-3163643 

0001071852 11-05-2026

35.000 77803600 MX 269018390040 EAR99GC 7F 078 AL 1
Lot#: 18563646
Expiration Date: 02/28/2029

444631
30-Apr-2026

EA 1505.50 39143.00

36.000 77805200 MX 879018390040 EAR99GC 7F 078 XB 3
Lot#: 18554168
Expiration Date: 01/31/2029

444631
30-Apr-2026

EA 1505.50 130978.50

37.000 77805300 MX 19018390040 EAR99GC 7F 078 XB 3 SH
Lot#: 18558942
Expiration Date: 01/31/2029

444631
30-Apr-2026

EA 1505.50 1505.50

38.000 77805400 MX 649018390040 EAR99GC 7F 078 XB 3.5
Lot#: 18549175
Expiration Date: 01/31/2029

444631
30-Apr-2026

EA 1505.50 96352.00

39.000 77805600 MX 19018390040 EAR99GC 7F 078 XB 4
Lot#: 18532040
Expiration Date: 11/30/2028

444631
30-Apr-2026

EA 1505.50 1505.50

40.000 77806000 MX 59018390040 EAR99GC 7F 078 XBLAD 3.5
Lot#: 18563651
Expiration Date: 02/28/2029

444631
30-Apr-2026

EA 1505.50 7527.50

41.000 77808000 MX 489018390040 EAR99GC 7F 078 JR 3.5
Lot#: 18528292
Expiration Date: 10/31/2028

444631
30-Apr-2026

EA 1505.50 72264.00

These items are controlled by the U.S. Government and authorized for export only to the country of ultimate destination for use by the ultimate 
consignee or end-user(s) herein identified. They may not be resold, transferred, or otherwise disposed of, to any other country or to any 
person other than the authorized ultimate consignee or end-user(s), either in their original form or after being incorporated into other items, 
without first obtaining approval from the U.S. government or as otherwise authorized by U.S. law and regulations.
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Invoice Number Invoice Date

Exporter Ship To End-User

ITEM

NO

PART NO DESCRIPTION  HS COO UNIT PRICEPURCHASE ORDER NO UOMQUANTITY TOTAL PRICE

Note

Page Number

ECN

PO DATE

Commercial Invoice (continuation)

CORDIS INDIA MEDICAL DEVICES PVT LTD
BLDG NO.A3,UNIT NO.E
BABOSA INDUSTRIAL PARK
SARAVALI VILLAGE, BHIWANDI
THANE, MH 421302
India 

CORDIS US CORP
86316364300
14201 NW 60th Avenue
Miami Lakes FL
United States of America 33014 
86-3163643 

0001071852 11-05-2026

42.000 77808200 MX 169018390040 EAR99GC 7F 078 JR 4
Lot#: 18563648
Expiration Date: 02/28/2029

444631
30-Apr-2026

EA 1505.50 24088.00

43.000 77819000 MX 59018390040 EAR99GC 7F 078 IM
Lot#: 18532048
Expiration Date: 11/30/2028

444631
30-Apr-2026

EA 1505.50 7527.50

44.000 77821055 MX 29018390040 EAR99GC 7F 078 RDC(I) 55CM
Lot#: 18554175
Expiration Date: 01/31/2029

444631
30-Apr-2026

EA 1505.50 3011.00

45.000 SM7333 MX 19018390040 EAR99GC LBT 5F.056 100CM AR1
Lot#: 18539977
Expiration Date: 12/31/2028

444631
30-Apr-2026

EA 3050.00 3050.00

46.000 502735 IE 59018390050 EAR99DGW.035 FC J3MM SS 260CM PTFE
Lot#: 35274536
Expiration Date: 11/30/2028

444632
30-Apr-2026

EA 1555.04 7775.20

47.000 504300 US 39018908000 EAR99BIOPSY FORCEPS 5.5F STD 104CM
Lot#: 70126263
Expiration Date: 12/31/2028

444632
30-Apr-2026

EA 6412.98 19238.94

48.000 534519T MX 609018390040 EAR99CATH F5 INF JR 3.5 100CM
Lot#: 18566886
Expiration Date: 02/28/2029

444632
30-Apr-2026

EA 476.91 28614.60

These items are controlled by the U.S. Government and authorized for export only to the country of ultimate destination for use by the ultimate 
consignee or end-user(s) herein identified. They may not be resold, transferred, or otherwise disposed of, to any other country or to any 
person other than the authorized ultimate consignee or end-user(s), either in their original form or after being incorporated into other items, 
without first obtaining approval from the U.S. government or as otherwise authorized by U.S. law and regulations.
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Invoice Number Invoice Date

Exporter Ship To End-User

ITEM

NO

PART NO DESCRIPTION  HS COO UNIT PRICEPURCHASE ORDER NO UOMQUANTITY TOTAL PRICE

Note

Page Number

ECN

PO DATE

Commercial Invoice (continuation)

CORDIS INDIA MEDICAL DEVICES PVT LTD
BLDG NO.A3,UNIT NO.E
BABOSA INDUSTRIAL PARK
SARAVALI VILLAGE, BHIWANDI
THANE, MH 421302
India 

CORDIS US CORP
86316364300
14201 NW 60th Avenue
Miami Lakes FL
United States of America 33014 
86-3163643 

0001071852 11-05-2026

49.000 534618T MX 1009018390040 EAR99CATH F6 INF TL JL 3.5 100 CM
Lot#: 18561354
Expiration Date: 02/28/2029

444632
30-Apr-2026

EA 485.37 48537.00

50.000 534619T MX 209018390040 EAR99CATH F6INF TL JR 3.5 100CM
Lot#: 18552563
Expiration Date: 01/31/2029

444632
30-Apr-2026

EA 503.97 10079.40

51.000 534645T MX 209018390040 EAR99CATH F6INF TL AL I 100CM
Lot#: 18566202
Expiration Date: 02/28/2029

444632
30-Apr-2026

EA 498.90 9978.00

52.000 5560800L MX 19018390040 EAR99GC 5F 056 JR 3.5 LBT
Lot#: 18517891
Expiration Date: 09/30/2028

444632
30-Apr-2026

EA 1505.50 1505.50

53.000 67000000 MX 719018390040 EAR996F .070 JL3 100CM
Lot#: 18568116
Expiration Date: 03/31/2029

444632
30-Apr-2026

EA 1505.50 106890.50

54.000 67005600 MX 39018390040 EAR996F .070 XB 4 100CM
Lot#: 18560872
Expiration Date: 02/28/2029

444632
30-Apr-2026

EA 1505.50 4516.50

55.000 67008200 MX 369018390040 EAR996F .070 JR 4 100CM
Lot#: 18565783
Expiration Date: 02/28/2029

444632
30-Apr-2026

EA 1505.50 54198.00

These items are controlled by the U.S. Government and authorized for export only to the country of ultimate destination for use by the ultimate 
consignee or end-user(s) herein identified. They may not be resold, transferred, or otherwise disposed of, to any other country or to any 
person other than the authorized ultimate consignee or end-user(s), either in their original form or after being incorporated into other items, 
without first obtaining approval from the U.S. government or as otherwise authorized by U.S. law and regulations.
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Invoice Number Invoice Date

Exporter Ship To End-User

ITEM

NO

PART NO DESCRIPTION  HS COO UNIT PRICEPURCHASE ORDER NO UOMQUANTITY TOTAL PRICE

Note

Page Number

ECN

PO DATE

Commercial Invoice (continuation)

CORDIS INDIA MEDICAL DEVICES PVT LTD
BLDG NO.A3,UNIT NO.E
BABOSA INDUSTRIAL PARK
SARAVALI VILLAGE, BHIWANDI
THANE, MH 421302
India 

CORDIS US CORP
86316364300
14201 NW 60th Avenue
Miami Lakes FL
United States of America 33014 
86-3163643 

0001071852 11-05-2026

56.000 67019000 MX 49018390040 EAR996F .070 IM
Lot#: 18568153
Expiration Date: 03/31/2029

444632
30-Apr-2026

EA 1505.50 6022.00

57.000 77800400 MX 109018390040 EAR99GC 7F 078 JL 4
Lot#: 18546734
Expiration Date: 12/31/2028

444632
30-Apr-2026

EA 1505.50 15055.00

58.000 77805200 MX 29018390040 EAR99GC 7F 078 XB 3
Lot#: 18554167
Expiration Date: 01/31/2029

444632
30-Apr-2026

EA 1505.50 3011.00

These items are controlled by the U.S. Government and authorized for export only to the country of ultimate destination for use by the ultimate 
consignee or end-user(s) herein identified. They may not be resold, transferred, or otherwise disposed of, to any other country or to any 
person other than the authorized ultimate consignee or end-user(s), either in their original form or after being incorporated into other items, 
without first obtaining approval from the U.S. government or as otherwise authorized by U.S. law and regulations.
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