Humana.

Drug recall notice for valsartan and valsartan-hydrochlorothiazide (HCTZ) tablets

Some manufacturers have voluntarily recalled generic valsartan and valsartan-HCTZ tablets

due to an impurity used in the manufacturing of these medications. The drugs that have been

recalled are identified by certain national drug codes (NDCs) and lot numbers.

This recall is intended for the following products:

Manufacturer National drug Product Lot numbers Expiration | Route
code (NDC)
00904-6594-61 valsartan 80 mg T01795;T01807,
T01712;T01625; Oral
Major T01596; TO1500; July 2018
Pharmaceuticals T01466; 701270 through
00904-6595-61 valsartan 160 mg T01646; T01788; May 2019
T01668; T01524; Oral
701269
43547-0367-03 valsartan 40 mg
43547-0368-09 valsartan 80 mg
43547-0369-09 valsartan 160 mg
43547-0370-09 valsartan 320 mg
43547-0311-09 valsartan/HCTZ 80
mg/12.5 mg July 2018
Solco Healthcare 43547-0312-09 valsartan/HCTZ N through l
LLC 160 mg/12.5 mg All lots January Ora
43547-0313-09 | valsartan/HCTZ 160 2020
mg/25 mg
43547-0314-09 | valsartan/HCTZ 320
mg/12.5 mg
43547-0315-09 | valsartan/HCTZ 320
mg/25 mg
00591-2167-19 | valsartan 40mg 1196934M;
00591-2167-30 1238462M;
1268429A,;
1196936A;
1238463A;
Teva 1270617A Y 2018 1 ora
Pharmaceuticals 00591-2168-10 | valsartan 80mg 1177114A,; Octobger
USA 00591-2168-19 1219360M; 5019
1250706A;
1175947M;
1175948M;
1177115A;
1219361A;
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1240434M;
1250704M

00591-2169-10
00591-2169-19

valsartan 160 mg

1175922M;
1220826M;
1236294M;
1240427M;
1270616A;
1177880A;
1220831A;
1263941A

00591-2170-05
00591-2170-19

valsartan 320 mg

1208000M;
1208001M;
1240425A,
1208002A:;
1247282M;
1263944M

00591-2315-19

valsartan/HCTZ
80mg/12.5mg

1191191M;
191192M;
1191193M;
191194M;
1191195M;
238466M;
1238467M;
253261M;
1256125M;
1277709M

00591-2316-19

valsartan/HCTZ
160mg/12.5mg

1191160M;
1191161M;
1191162A;
1219363M;
1219364M;
1219365A;
1225613A;
1233944M;
1233945M;
1253253M;
1253254M

00591-2317-19

valsartan/HCTZ
160mg/25mg

1191164M;
1191165M;
1191166M;
1191167A;
1225612M;
1250717M;
1256111M;
1288798M

00591-2318-19

valsartan/HCTZ
320mg/12.5mg

1191185M;
1191186M;
1225615M;
1233948M,;
1250718M,;
1253257M
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00591-2319-19 | valsartan/HCTZ 1191188M;
320mg/25mg 1191189M;
1191190M;
1199220M;
1217576M;
1217577M;
1217578M;
1220832M;
1220833M;
1247283M;
1247284M;
1247285M;
1247286M;
1247287A;
1280632M;
1280633M

What this means for you

e (Check the product name, manufacturer name and NDC on your prescription. If the
information is not listed (NDC or lot number), please contact the pharmacy that filled your
prescription.

e If your medicine has been recalled, contact your doctor or pharmacist to discuss
treatment options. You may be able to get the same medicine that is not part of the recall
or switch to another medicine.

e Itisimportant that you contact your doctor to discuss continuing to take the recalled
medication until you have a replacement product.

e Adverse reactions or quality problems experienced with the use of this product may be
reported to the Food and Drug Administration’s (FDA's) MedWatch Adverse Event
Reporting program either online, by regular mail or by fax.

« Online: Complete and submit the report: www.fda.gov/medwatch/report.htm

+ Regular mail or fax: Download form www.fda.gov/MedWatch/getforms.htm or
call 1-800-332-1088 to request a reporting form, then complete and return to
the address on the pre-addressed form, or submit by fax to 1-800-FDA-0178.

If you have questions about this medicine or the recall, please talk to your doctor or
pharmacist. You may also call the number on the back of your Humana member ID card. Our
automated phone system may answer your call on Saturdays, Sundays, and some public
holidays. Please leave your name and telephone number and we’ll call you back by the end of
the next business day. For 24-hour service you can sign in to MyHumana, your personal, secure
online account on Humana.com, to search for other medicines that your plan covers.
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