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REGISTRATION CERTIFICATE FOR MEDICAL DEVICE
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( £ ) Bausch & Lomb Incorporated:
This is to certify that the medical product PureVision
(balafilcon A) Visibility Tinted Contact Lenses manufactured

by your company has been inspected by our office and is
permitted to register on the Chinese market. This registration

certificate is valid till October 30, 2015.
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ATTACHMENT: MEDICAL DEVICE REGISTRATION RECORD

No.1208568
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MEDICAL DEVICE REGISTRATION RECORD

FEMS BRI G) 322011583223383 5 (B)
REG. NO. :SFDA (1) 20113223383 (F)

EEELR
e (£[E) Bausch & Lomb Incorporated
e
MANUFACTURER'S ADDRESS 1400 North Goodman Street Rochester,New York 14609
& P it Bausch & Lomb Incorporated Ireland: Unit 424/425 Industrial Estate,

Cork Road Waterford,Ireland;
Bausch & Lomb Incorporated: 1400 North Goodman Street
Rochester,New York 14609, USA

WA ARG (R 42 4030

PureVision (balafilcon A) Visibility Tinted Contact

ADDRESS OF MANUFACTURING SITE
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NAME OF DEVICE

Lenses
%EM*ED%L% ELHEC A (Extended Wear)
e T HEO 7= Bk AR YZB/USA 4258-2011 (kA K

PRODUCT STANDARD (S) B4 (F‘]’ i Al )
AW CEARN—AA) , BEaRe Rl ~21 K (A7)
Hi P Balafileon A, FRIEE; RAMEEE. KRN

PR RELE A R LE AR, 5121, 426, B EH91 X0 "o’/ s[mL0/ (mL X mnHg) ] GAZ:H: 1E,
PERFORMANCE, STRUCTURE REE20%) . B101X10 em’/s[nL0:/ (mL X mmig) ] CIAZAHFIE,

AND COMPONENTS OF THE PRODUCT| f23£420%) ; -3DELAEHE101X 10" (em *mL0:/s *ml *muHg) (i1
BHFIE, RFE-20%) ; JGAEFTEHE+6. 00D~-12. 00D; A MG T-1iESS

R >9%%.
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Test Report
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Hangzhou Medical Device Supervising & Testing Center of SFDA
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