°. State of California—Health and Human Services Agency
Y California Department of Public Health
¢) CDPH P

Food and Drug Branch — Device Recalls

CALIFORNIA DEVICE RECALL INFORMATION SHEET

Invacare Corporation Recalls Dolomite Gloss Rollator For Premature Failure Of The Seat During
Use, The Plastic Eyelets Of The Folding Mechanism Of The Device's Seat Can Break

Recall Date Product Description Recalling Firm Recall Reason
8/30/2023 | Invacare Corporation Invacare Corporation| Premature failure of
DOLOMITE GLOSS 680 Elyria, Ohio the seat during use
ROLLATOR
8/30/2023 | Invacare Corporation Invacare Corporation| Premature failure of
DOLOMITE GLOSS 600 Elyria, Ohio the seat during use
ROLLATOR
8/30/2023 | Invacare Corporation Invacare Corporation| Premature failure of
DOLOMITE GLOSS 520 Elyria, Ohio the seat during use
ROLLATOR
8/30/2023 | Invacare Corporation Invacare Corporation| Premature failure of
DOLOMITE GLOSS 450 Elyria, Ohio the seat during use
ROLLATOR
%T::: Product Identification Distribution Affected Dates
Invacare Corporation
Il DOLOMITE GLOSS 680 586 devices June 2023 and
ROLLATOR Nationwide prior
Model Number(s): 1654807,
Serial number 20BHL0002 to
211HL1910
[l Invacare Corporation 586 devices June 2023 and
DOLOMITE GLOSS 600 Nationwide prior
ROLLATOR Model Number(s):
1655081, Serial number
20BHL0002 to 211HL1910



https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx

1655083, Serial number
20BHL0002 to 211HL1910

ROLLATOR Model Number(s):

Il Invacare Corporation 586 devices June 2023 and
DOLOMITE GLOSS 520 Nationwide prior
ROLLATOR Model Number(s):

1655082, Serial number
20BHL0002 to 21IHL1910

[l Invacare Corporation 586 devices June 2023 and
DOLOMITE GLOSS 450 Nationwide prior

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE FDA WEBSITE

CDPH Food and Drug Branch

MS 7602 ® P.O. Box 997435 @ Sacramento, CA 95899-7435

(916) 650-6500 e (916) 650-6650 FAX
Internet Address: www.cdph.ca.gov
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https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=201935
http://www.cdph.ca.gov/

