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CALIFORNIA DEVICE RECALL INFORMATION SHEET

State of California—Health and Human Services Agency

O)CDPH California Department of Public Health

Food and Drug Branch — Device Recalls

Nurse Assist Lic Recalls Iv And Injectable Products For Sterility

Recall Date Product Description Recalling Firm Recall Reason

12/27/2023 | Mac Medical NURSE ASSIST, LLC| Sodium chloride irri-
0.9% Sodium Chloride 10ML Haltom City, Texas | gation USP, and ste-
FILL SYRINGE/9210; NURSE rile water for irrig-
ASSIST: 3ML IV FLUSH ation USP, that may
SYRINGE/1203-BP, 5ML IV be packaged inside
FLUSH SYRINGE/1205-BP, kits, have the poten-
10ML IV FLUSH tial for a lack of steri-
SYRINGE/1210-BP; SOL: 0.9% lity assurance, which
SODIUM CHLORIDE IV could result in a non-
FLUSH sterile product, use

of which could cause
infection.

12/27/2023 | Sterile Water NURSE ASSIST, LLC| lack of sterility assur-
USP STERILE WATER Haltom City, Texas | ance
SYRINGE/1030A, SYRINGE
PREFILLED 10 ML/6496722,
30CC PREFILLED
SYRINGE/6496723, USP
STERILE WATER
SYRINGE/1030, 10CC
PREFILLED
SYRINGES/51638, 30CC
PREFILLED
SYRINGES/52333, 10CC
PREFILLED SYRINGES/1010

12/27/2023 | Sterile Water/Saline NURSE ASSIST, LLC| lack of sterility assur-
CUP STERILE WATER¢, FOIL Haltom City, Texas | ance
LID 120 ML/T167005; CUP
STERILE SALINE FOIL LID
120 ML/T167007

12/27/2023 | Sterile Water/Saline NURSE ASSIST, LLC| lack of sterility assur-
CARDINAL: 100ML STERILE Haltom City, Texas | ance



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

SALINE BOTTLE/1020, 100ML
STERILE SALINE
BOTTLE/1022, 100ML
STERILE WATER
BOTTLE/1024, 100ML
STERILE WATER
BOTTLE/10000, 100ML
STERILE WATER
BOTTLE/PT00103419, 100ML
STERILE SALINE
BOTTLE/PT00103427;
COVIDIEN: STERILE WOUND
SOLUTION/90SAL, STERILE
WOUND SOLUTION/210SAL,;
HAYLARD OWENS MINOR:
250ML STERILE WATER
BOTTLE/49148, 250ML
STERILE SALINE
BOTTLE/49152, 1000ML
STERILE SALINE
BOTTLE/49154, 100ML
STERILE SALINE
BOTTLE/49155, 1000ML
STERILE WATER
BOTTLE/49150, 100ML
STERILE WATER
BOTTLE/49151, 500ML
STERILE WATER
BOTTLE/49149, 500ML
STERILE SALINE
BOTTLE/49153; IDEXX:
BOTTLE STERILE WATER 10
PACK/98-09444-01;
MCKESSON: 100ML STERILE
SALINE BOTTLE/37-6240,
500ML STERILE WATER
BOTTLE/37-6290, 250ML
STERILE SALINE BOTTLE/37-
6270, 500ML STERILE SALINE
BOTTLE/37-6280, 120ML
STERILE WATER CUP/37-
6210, 1000ML STERILE
SALINE BOTTLE/37-6281,
1000ML STERILE WATER
BOTTLE/37-6291, 120ML
STERILE SALINE CUP/37-
6220, 100ML STERILE
WATER BOTTLE/37-6250,
250ML STERILE WATER
BOTTLE/37-6260, 210ML
SALINE WOUND FLUSH/37-
6507, 88.7ML SALINE WOUND
FLUSH STERILE/37-6503;
MEDICHOICE OWENS




MINOR: CAN STERILE
SALINE SPRY MEDI 7.1
OZ/SWFO071; MEDLINE:
110ML STERILE SALINE
CUP/DYND40540, 100ML
STERILE SALINE
BOTTLE/RDI30296, 250ML
STERILE WATER
BOTTLE/PCS1550, 250ML
STERILE SALINE
BOTTLE/PCS1650, 1000ML
STERILE SALINE
BOTTLE/DYND1000MLS,
100ML STERILE SALINE
BOTTLE/52011, 500ML
STERILE WATER
BOTTLE/DYND500MLW,
500ML STERILE SALINE
BOTTLE/DYNDS500MLS,
100ML STERILE WATER
BOTTLE/RDI30295, CAN
SALINE STERILE SPRAY
CURAD/CURSALINE7, 110ML
STERILE WATER
CUP/DYND40570, 100ML
STERILE WATER
BOTTLE/54380; NURSE
ASSIST: 100ML STERILE
SALINE BOTTLE/6492775,
100ML STERILE WATER
BOTTLE/6492776;
STERICARE: 90ML USP
SALINE WOULD FLUSH/6503,
100ML STERILE SALINE
BOTTLE/6240, 100ML
STERILE WATER
BOTTLE/6250, 250ML
STERILE SALINE
BOTTLE/6270, 500ML
STERILE WATER
BOTTLE/6290, 250ML
STERILE WATER
BOTTLE/6260, 500ML
STERILE SALINE
BOTTLE/6280, 1000ML
STERILE SALINE
BOTTLE/6281, 1000ML
STERILE WATER
BOTTLE/6291, 210ML SALINE
WOUND FLUSH/6507, 120ML
STERILE SALINE FOIL LID
CUP/6220, 120ML STERILE
WATER FIOL LID CUP/6210,
500ML STERILE WATER




BOTTLE/5290, 500ML
STERILE SALINE
BOTTLE/5280; VYAIRE: CUP
STERILE SALINE FOIL LID
120 ML/4873C

12/27/2023

0.9% Sodium Chloride
10ML IV FLUSH STERILE
FIELD/EMZ10091240

NURSE ASSIST, LLC
Haltom City, Texas

lack of sterility assur-
ance

Recall
Class

Product Identification

Distribution

Affected Dates

Mac Medical
Product Code/UDI-Dl/Lot:
9210/20850020865042/211225
20-22032938; 1203-BP
/B1501203BP4/22022797;
1205-BP/B1501205BP4
122022789, 23024788; 1210-
BP/B1501210BP4/21112359-
23096407; PFF001/
20810062438895/23014656,
23014671; SS003/
20885632389778/23035163-
23086334; SS005/
20885632389761/23035151-
23086323; SS010/
20885632389754/23024926-
23086264; SSO010SFR/not
distributed.

61,740 Cases Units
Nationwide including
California

December 2023
and prior

Sterile Water
Product Code/UDI-DI/Lot:
1030A/B1501030A4/2001155-
23034943; 1030/B15010304
/22032995, 23014586; 51638
/B150516384/22033023,
23014632; 52333/B150523334
/22033017; 1010/B15010104
/22063386-23014593

15,800 Cases Units
Nationwide including
California

December 2023 and
prior




Sterile Water/Saline
Product Code/Lot:
T167005/22022859, 22083878,
23055524; T167007/21122503,
22022860, 22083862,
22114365, 23045255,
23045267

432 Units
Nationwide including
California

December 2023 and
prior

Sterile Water/Saline - Cardinal
Product Code/UDI-DI/Lot:
1020/50192253044490/211226
19-23076080; 1022/
50192253044506/22012651-
23076088; 1024/
50192253044513/21122618-
23076098; 10000/
50192253044520/22073713-
23076079; PT00103419/
50192253044513/23076122;
PT00103427/50192253044506/
23076140, 23086258; 90SAL/
20884521140940/22083848;
210SAL/10884521139756/2202
2771-22114334; 49148/
20885632395878/23076067;
49152/20885632395915/23076
041; 49154/20885632395939/
23076066; 49155/
20885632395946/23076057;
49150/20885632395892/23076
074; 49151/20885632395908/
23076040; 49149/
20885632395885/23086163
49153/20885632395922/23086
156; 98-09444-01/21112440-
23096487; 37-6240/
612479168565/21112357-
23086378; 37-6290/
612479180314/21102308-
23086253; 37-6270/
612479168596/21102302-
23096424, 37-6280/
612479180307/21102305-
23086261; 37-6210/
612479168541/21102252-
23096453; 37-6281/
612479228399/21112452-
23086337; 37-6220/
612479168558/21122549-
23096425; 37-6250/
612479168572/22012640-
23086289; 37-6260/

31850 Units
Nationwide including
California

December 2023 and
prior




612479168589/22022737-
23076017; 37-6503/
612479228429/22083835;
SWF071/50885632127043/220
22738-23076008; DYND40540
/40884389334233/21112358-
23055699; RDI30296/
40884389338248/21112391-
23055681; PCS1550/
40080196427056/21112394-
23055719; PCS1650/
40884389338262/21112398-
23065745; DYND1000MLS/
208882776699466/21112415/2
1112411; 52011/21112453,
22033018-22093967;
DYND500MLW/4088438911839
0/21112481-23034983;
DYND500MLS/4088438911840
6/21112387-23034984;
RDI30295/40884389338231/22
012724-23045397;
CURSALINE7/40080196297970
122032903-22043097;
DYND40570/40884389334226/
22053264-23055676;
6492775/B15064927754G/2111
2412-22083859; 6240/
10850421008812/21112395-
23076042; 6250/
10850421008768/21112397-
23096475; 6290/
10850421008782/21102214-
23096482; 6260/
10850421008775/21092009-
23096440; 6280/
10850421008836/21122490-
23096469; 5290/850421008914
123065731-23065892; 5280/
850421008907/23065735-
23065919, 4873C/21112462

0.9% Sodium Chloride 3360 Units December 2023 and
Product Code/UDI-DI/Lot: Nationwide including | prior
EMZ10091240/2036380710916 | California
6/21112364-22104234

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE EDA WEBSITE for Mac Medical, USP Sterile

Water Syringe, Cup Sterile Water, CARDINAL 100mL Sterile Saline Bottle, 10mL IV Flush Sterile Field

CDPH Food and Drug Branch PEAEE
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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http://www.cdph.ca.gov/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm
https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=204332
https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=204369
https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=204369
https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=204368
https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=204367
https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=204365



