g g MEDICAL

December 27, 2010

Encik Zamane Bin Abdul Rahman
Medical Device Bureau

Ministry of Health Malaysia

Level 5, no 26 Boulevard Plot 3C4
Persiaran Perdana, Precint 3
62675 Putrajaya, Malaysia

URGENT VOLUNTARY PRODUCT RECALL
ETHILON™ Suture,
ETHIBOND™ and MERSILENE™ Polyester Fiber SUTURES and MERSILK™ SUTURES,
MULTIPLE LOTS

Dear Sirs:

This letter is to inform you that ETHICON is voluntarily recalling multiple lots (see attachment
1) of ETHILON™ (black, blue), ETHIBOND™, MERSILENE™ and MERSILK™ SUTURES.

Summary

This action is being taken as a result of a potential defect in the packaging of select lots of
these products produced during the September 2010 to December 2010 timeframe. This
packaging defect could compromise the integrity of the primary seal on product packaging for
the identified product codes/lots and we therefore cannot assure sterility of these products.

Actions

We have identified 3 affected lots imported into Malaysia as below (Total of 27 boxes). We
will immediately quarantine any of the recalled products listed from our inventory

Item Lot

W4843 CK2GCSSO0
W748 CK2GMWSO0
W4843 CK2BLKSO

NOTE: THIS RECALL ONLY IMPACTS THE Ethilon™ (black, blue), Ethibond™, Mersilene™ and
Mersilk™ SUTURE CODES AND LOT NUMBERS IDENTIFIED IN ATTACHMENT 1 totaling one
hundred and four (104) lots. OTHER PRODUCT CODES ARE NOT INCLUDED IN THIS RECALL.
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Communication of this Field Action

All our customers will be notified to return all recalled product to our distributor. Replacement
product will be provided for all returned materials. The suture product codes and lot numbers
are printed on container boxes.

ETHICON also confirms that this notice has been notified to the appropriate European
Regulatory Agency.

Kind Regards

Ong Ting
Johnson & Johnson Sdn Bhd, Medical Division
Regulatory Affairs Manager
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Attachment 1: List of recalled products

Sales Sales Sales

code Lot # code Lot # code Lot #
18533G CK2DDWNO F2416 CL2CGTRO W319 CL2DHHQO
18537G CM2CBGNO F2417 CK2BMJRO W320 CK2BMBQO
611H CM2BLHRO F2417 CL2CKXRO0 W320 CK2CTDQO
623H CK2GKJNO F2417 CM2CCLRO W320 CK2CZCQO0
624H CM2CGZNO F2418 CL2BRQRO W320 CK2DDQQO
6522H CL2DKHNO F2419 CK2DXPRO W320 CL2BXGQO
660H CK2BTWRO F2419 CK2GCDRO W4843 CK2BLKS0
663H CL2BKHRO F2420 CK2DSMRO w4843 CK2CJQSO0
663H CL2BKJRO F2420 CL2DPDRO w4843 CK2CLSS0
663H CL2GCBRO F2435 CK2BXXRO0 W4843 CK2GCSS0
664H CK2BMGRO F2435 CL2BWCRO W526 CK2CTGQO
669H CL2BWLRO F2445 CK2BDQSO0 W568 CM2BSGRO
869G CL2DKBNO F2521 CL2CMWHO W6761 CK2CBLNO
B976H CL2CMZNO F2526 CL2BHJHO W6767 CL2BHXNO
EH7012H CK2CHJQO0 F2541 CK2CJZHO0 W6977 CK2DPKNO
EH7113H CK2DDBQO F2541 CK2CRZHO W6977 CL2BTBNO
EH7143H CK2CZHQO F3216 CM2BRWQO W737 CK2BMLRO
EH7143H CK2DXJQO0 F3221 CK2GJDQO W737 CL2CXJRO
EH7271H CK2DSQQO0 F3222 CL2CWTQO W745 CM2BCLRO
EH7506H CL2CXDRO F3227 CK2GHZzZQO0 W748 CK2GMWS0
EH7724H CK2DJMNO MIC253H CL2CJBNO W749 CM2BQLSO
EH7792H CL2DHKQO P662H CL2BPBRO W768 CL2DHTSO0
EH7794H CK2DDCQO0 P662H CL2DHLRO W776 CK2CDKQO
EH7794H CK2GRJQO P680H CK2CHPRO W786 CK2DLHQO
EH7795H CK2CHRQO W1616T CK2CzDQO W786 CL2CPPQO
EH7795H CK2CLBQO W1616T CL2CKZQO0 W795 CL2CGKS9
EH7795H CL2BRRQO W1620T CK2GBWQO0 W798 CL2DWSS9
EH7796H CM2BZLQO W1621T CK2DLDQO X31034 CK2DPGNO
EH7798H CK2CHLQO W1621T CK2GRBQO X32071 CL2DGBNO
EH7825H CK2BTKQO W1621T CK2GRCQO X32081 CM2BCPSO0
EH7825H CL2CKPQO W1625T CK2DSLQO EPK4802 |[CM8DWHZ0
EW319 CK2DCWQO0 W1625T CK2GMDQO EPK275 CL8LCLZO0
EW661 CK2DDGQO W1626T CL2BMZQ0 EPK4268 |CM8JGZZ0
EW776 CL2BRWQO W1632T CM2CZGQO0

EW788 CK2DLMQO W1675 CK2CCXQO0

F2413 CK2BZHRO W1685T CK2DXKQO0

F2415 CL2BXLRO W1851T CK2CLHRO
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