The Board of Pharmacy has received notice of the following product recall. The Board strongly
encourages pharmacies to immediately review their quality assurance and recall policies and procedures
to determine if any corrective action is required.

URGENT: DRUG RECALL — RETAIL LEVEL

Losartan Potassium and Hydrochlorothiazide Tablets USP, 50mg/12.5mg
Losartan Potassium and Hydrochlorothiazide Tablets USP, 100mg/12.5mg
Losartan Potassium and Hydrochlorothiazide Tablets USP, 100mg/25mg

Lupin Pharmaceuticals Inc. is recalling 83 lots of Losartan Potassium and Hydrochlorothiazide tablets
USP, 50mg/12.5mg; 96 lots of Losartan Potassium and Hydrochlorothiazide tablets USP, 100mg/12.5mg;
and 143 lots of Losartan Potassium and Hydrochlorothiazide tablets USP, 100mg/25mg to the retail
level. Out of an abundance of caution, these product lots are being recalled due to results observed
above acceptable limits in Losartan Azido Tetrazole impurity in nineteen analyzed lots of Losartan
Potassium and Hydrochlorothiazide Tablets USP.

The recalled lots were distributed between September 3, 2020, and January 26, 2022, to wholesalers
and distributors, drug chains and mail order pharmacies nationwide.

Losartan Potassium and Hydrochlorothiazide Tablets USP are supplied as:

|Strength HNDC HCount HDescription
50mg/12.5m ‘68180'215'06 H30 ‘Yellow capsule shaped biconvex tablets with ‘LU’ on one
§/22.ome ‘68180—215-09 Hgo ‘ side and ‘M41’ on the other side.
100mg/12.5m ‘68180'216'06 H30 ‘ White oval shaped biconvex tablets with ‘LU’ on one side
§/25-ome ‘68180—216—09 Hgo ‘ and ‘M42’ on the other side.
100mg/25m 68180-217-06 |30 Ivellow tear drop shaped biconvex tablets with ‘LU’ on one
& & ‘68180—217-09 Hgo ‘ side and ‘M43’ on the other side.

Losartan Potassium and Hydrochlorothiazide Tablets USP, 50mg/12.5mg (30’s count)

|Sr.No. HLot Number ||Expiry Date ”NDC |
1. |lHoo1149 14/30/2022 l68180-215-06 |
2. ||Hoo1602 5/31/2022 |68180-215-06 |
3. |Hoo1884 l6/30/2022 |68180-215-06 |
4. |lH002539 18/31/2022 l68180-215-06 |
5. ||H100944 14/30/2023 |68180-215-06 |
6.  |H101054 14/30/2023 |68180-215-06 |




Losartan Potassium and Hydrochlorothiazide Tablets USP, 50mg/12.5mg (90’s count)

|Sr.No. ”Lot Number ”Expiry Date ||NDC |
1. ||Hoo1150 14/30/2022 |68180-215-09 |
2. |lHoo1151 l4/30/2022 l68180-215-09 |
3. ||Hoo1152 14/30/2022 |68180-215-09 |
4. |lHoo1532 5/31/2022 l68180-215-09 |
5. ||Ho01533 5/31/2022 l68180-215-09 |
6.  ||Ho01534 5/31/2022 |68180-215-09 |
7. ||Hoo1535 5/31/2022 l68180-215-09 |
8.  ||Ho01536 |5/31/2022 |68180-215-09 |
9.  |Hoo01603 5/31/2022 |68180-215-09 |
l10.  |lHo01604 5/31/2022 l68180-215-09 |
1. |Ho01605 5/31/2022 |68180-215-09 |
112.  |lHoo1606 5/31/2022 l68180-215-09 |
113.  ||Ho01607 5/31/2022 l68180-215-09 |
114.  ||Ho01608 5/31/2022 |68180-215-09 |
l15.  |lHoo1885 l6/30/2022 l68180-215-09 |
l16.  ||H001886 l6/30/2022 |68180-215-09 |
117.  ||Hoo1887 l6/30/2022 l68180-215-09 |
118.  |lHo01888 6/30/2022 l68180-215-09 |
119.  |H002171 7/31/2022 |68180-215-09 |
20.  ||H002172 17/31/2022 l68180-215-09 |
21.  |H002173 7/31/2022 |68180-215-09 |
22.  |Ho02174 17/31/2022 |68180-215-09 |
23.  ||H002175 17/31/2022 l68180-215-09 |
24.  |lHo02540 18/31/2022 |68180-215-09 |
25.  |lH002541 8/31/2022 l68180-215-09 |
26.  ||H002542 18/31/2022 l68180-215-09 |
27.  ||H002543 18/31/2022 |68180-215-09 |
28.  |lH002544 18/31/2022 l68180-215-09 |
29.  ||H002545 18/31/2022 |68180-215-09 |
30.  |lH002976 l10/31/2022 l68180-215-09 |
31.  ||H002977 |10/31/2022 l68180-215-09 |
32.  |lH002978 |10/31/2022 |68180-215-09 |
33.  ||H003131 111/30/2022 l68180-215-09 |
34.  ||H003132 |11/30/2022 |68180-215-09 |
35.  |H003133 [11/30/2022 |68180-215-09 |




|Sr.No. ”Lot Number ”Expiry Date ||NDC |
36.  ||H003134 111/30/2022 |68180-215-09 |
37.  ||H003135 111/30/2022 l68180-215-09 |
38.  ||H003136 |111/30/2022 |68180-215-09 |
39.  |H100302 11/31/2023 |68180-215-09 |
40.  |IH100303 11/31/2023 l68180-215-09 |
41.  |IH100304 11/31/2023 |68180-215-09 |
42.  |IH100340 11/31/2023 l68180-215-09 |
43.  |H100341 11/31/2023 |68180-215-09 |
44, |H100657 2/28/2023 |68180-215-09 |
45.  |IH100658 12/28/2023 l68180-215-09 |
46.  ||H100659 12/28/2023 |68180-215-09 |
47.  |IH100660 12/28/2023 l68180-215-09 |
48.  |IH100661 12/28/2023 l68180-215-09 |
49.  |H100662 12/28/2023 |68180-215-09 |
50.  ||H100945 l4/30/2023 l68180-215-09 |
51.  |lH100946 14/30/2023 |68180-215-09 |
52.  |H101051 14/30/2023 |68180-215-09 |
53.  ||H101052 l4/30/2023 l68180-215-09 |
54.  |H101053 14/30/2023 |68180-215-09 |
5.  |lH101055 l4/30/2023 l68180-215-09 |
I56.  |lH101056 14/30/2023 l68180-215-09 |
57.  ||H101057 14/30/2023 |68180-215-09 |
58.  |lH101058 l4/30/2023 l68180-215-09 |
59.  ||H101286 |5/31/2023 |68180-215-09 |
60.  |[H101287 5/31/2023 l68180-215-09 |
61.  |IH101288 5/31/2023 l68180-215-09 |
62.  ||H101289 5/31/2023 |68180-215-09 |
63.  ||H101581 l6/30/2023 l68180-215-09 |
l64.  ||H101582 l6/30/2023 |68180-215-09 |
l65.  |H101583 l6/30/2023 |68180-215-09 |
l66.  ||H101584 17/31/2023 l68180-215-09 |
67.  ||H101585 7/31/2023 |68180-215-09 |
68.  |lH101790 17/31/2023 l68180-215-09 |
69.  |[H101791 17/31/2023 l68180-215-09 |
70.  ||H102078 18/31/2023 |68180-215-09 |
71, |H102079 18/31/2023 l68180-215-09 |




|Sr.No. ”Lot Number ”Expiry Date ||NDC |
72.  ||H102080 |l9/30/2023 |68180-215-09 |
73.  |lH102118 l9/30/2023 l68180-215-09 |
74.  |H102119 |l9/30/2023 |68180-215-09 |
75.  |H102120 l9/30/2023 |68180-215-09 |
76.  ||H102125 l9/30/2023 l68180-215-09 |
77.  ||H102126 |l9/30/2023 |68180-215-09 |

Losartan Potassium and Hydrochlorothiazide Tablets USP, 100mg/12.5mg (30’s count)

|Sr.No. HLot Number ||Expiry Date ”NDC |
1. [Hoo1878 l6/30/2022 l68180-216-06 |
2. |hHoo2178 7/31/2022 l68180-216-06 |
3. |Hoo2626 l9/30/2022 |68180-216-06 |
4. |lH102149 l9/30/2023 l68180-216-06 |

Losartan Potassium and Hydrochlorothiazide Tablets USP, 100mg/12.5mg (90’s count)

|Sr.No. ”Lot Number ”Expiry Date ||NDC |
1. ||Hoo1600 5/31/2022 |68180-216-09 |
2. |lHoo1601 5/1/2022 l68180-216-09 |
3. ||Hoo1625 |5/31/2022 |68180-216-09 |
4. |Hoo1626 5/31/2022 |68180-216-09 |
5. |lHoo1794 l6/30/2022 l68180-216-09 |
6.  ||Ho01795 l6/30/2022 |68180-216-09 |
7. |lHoo1796 l6/30/2022 l68180-216-09 |
8. |lH001797 6/30/2022 l68180-216-09 |
9.  ||Hoo1879 16/30/2022 |68180-216-09 |
l10.  |lHoo01880 l6/30/2022 l68180-216-09 |
1. |Hoo1881 l6/30/2022 |68180-216-09 |
112.  ||Hoo01942 l6/30/2022 l68180-216-09 |
13.  ||H001943 6/30/2022 l68180-216-09 |
114.  ||Ho01944 l6/30/2022 |68180-216-09 |
15.  ||Ho01945 l6/30/2022 l68180-216-09 |
116.  ||H001946 l6/30/2022 |68180-216-09 |
17.  |H002179 17/31/2022 |68180-216-09 |
18.  |lH002180 17/31/2022 l68180-216-09 |
119.  |Ho02181 18/31/2022 |68180-216-09 |
20.  ||H002182 8/31/2022 l68180-216-09 |




|Sr.No. ”Lot Number ”Expiry Date ||NDC |
21.  |H002183 18/31/2022 |68180-216-09 |
22.  ||H002237 18/31/2022 l68180-216-09 |
23.  ||H002238 18/31/2022 |68180-216-09 |
24.  |H002239 18/31/2022 |68180-216-09 |
25.  |lH002240 18/31/2022 l68180-216-09 |
26.  ||H002241 18/31/2022 |68180-216-09 |
27.  ||H002627 l9/30/2022 l68180-216-09 |
28.  ||H002628 |l9/30/2022 |68180-216-09 |
29.  |H002629 l9/30/2022 |68180-216-09 |
30.  |lH002630 l9/30/2022 l68180-216-09 |
31.  ||H002631 |l9/30/2022 |68180-216-09 |
32.  ||H002979 111/30/2022 l68180-216-09 |
33.  |lH002980 111/30/2022 l68180-216-09 |
34.  ||H002981 111/30/2022 |68180-216-09 |
35.  ||H002982 111/30/2022 l68180-216-09 |
36.  ||H002983 |111/30/2022 |68180-216-09 |
37.  |H100112 [12/31/2022 |68180-216-09 |
38.  |H100113 112/31/2022 l68180-216-09 |
39.  ||H100114 112/31/2022 |68180-216-09 |
40.  |H100115 112/31/2022 l68180-216-09 |
41.  |H100116 112/31/2022 l68180-216-09 |
42.  |H100156 112/31/2022 |68180-216-09 |
43.  |H100157 112/31/2022 l68180-216-09 |
44.  |H100622 12/28/2023 |68180-216-09 |
45, |IH100623 12/28/2023 l68180-216-09 |
46.  |IH100624 12/28/2023 l68180-216-09 |
47.  ||H100625 12/28/2023 |68180-216-09 |
48.  |IH100626 12/28/2023 l68180-216-09 |
49.  |H100627 12/28/2023 |68180-216-09 |
l50.  |H100628 2/28/2023 |68180-216-09 |
51.  |lH100629 12/28/2023 l68180-216-09 |
52.  |lH100939 14/30/2023 |68180-216-09 |
53.  |lH100940 l4/30/2023 l68180-216-09 |
54.  |lH100941 14/30/2023 l68180-216-09 |
55.  ||H100942 14/30/2023 |68180-216-09 |
I56.  ||H100943 l4/30/2023 l68180-216-09 |




|Sr.No. ”Lot Number ”Expiry Date ||NDC |
57.  ||H101094 |5/31/2023 |68180-216-09 |
58.  |lH101095 5/31/2023 l68180-216-09 |
59.  |lH101096 |5/31/2023 |68180-216-09 |
l60.  |H101097 5/31/2023 |68180-216-09 |
l61.  |lH101098 5/31/2023 l68180-216-09 |
62.  |H101151 |5/31/2023 |68180-216-09 |
63.  |[H101152 5/31/2023 l68180-216-09 |
l64.  ||H101290 |5/31/2023 |68180-216-09 |
l65.  |H101291 5/31/2023 |68180-216-09 |
l66.  ||H101292 5/31/2023 l68180-216-09 |
67.  ||H101293 |5/31/2023 |68180-216-09 |
68.  |H101323 5/31/2023 l68180-216-09 |
69.  |IH101324 5/31/2023 l68180-216-09 |
70.  |H101823 7/31/2023 |68180-216-09 |
71, ||H101824 17/31/2023 l68180-216-09 |
72.  |H101825 17/31/2023 |68180-216-09 |
73.  |H101853 18/31/2023 |68180-216-09 |
74.  |IH101854 18/31/2023 l68180-216-09 |
75.  ||H101855 18/31/2023 |68180-216-09 |
76.  ||H101856 18/31/2023 l68180-216-09 |
77.  |H102127 l9/30/2023 l68180-216-09 |
78.  ||H102128 |l9/30/2023 |68180-216-09 |
79.  |H102129 l9/30/2023 l68180-216-09 |
80.  |lH102130 |l9/30/2023 |68180-216-09 |
81.  |lH102150 l9/30/2023 l68180-216-09 |
82.  |H102151 l9/30/2023 l68180-216-09 |
83.  |H102152 |l9/30/2023 |68180-216-09 |
84.  |H102153 l9/30/2023 l68180-216-09 |
85.  ||H102154 |l9/30/2023 |68180-216-09 |
86.  |H102155 l9/30/2023 |68180-216-09 |
87.  ||H102201 l9/30/2023 l68180-216-09 |
88.  |H102223 |l9/30/2023 |68180-216-09 |
89.  |IH102268 l9/30/2023 l68180-216-09 |
90.  |IH102269 l9/30/2023 l68180-216-09 |
91.  |H102270 |l9/30/2023 |68180-216-09 |
92.  |H102271 l9/30/2023 l68180-216-09 |




Losartan Potassium and Hydrochlorothiazide Tablets USP, 100mg/25mg (30’s count)

|Sr.No. ”Lot Number ||Expiry Date ”NDC |
1. ||Hoo1156 14/30/2022 |68180-217-06 |
2. |lHoo1627 5/31/2022 l68180-217-06 |
3. JlHoo1947 l6/30/2022 l68180-217-06 |
4. |Ho02242 8/31/2022 l68180-217-06 |
5. |H101826 17/31/2023 l68180-217-06 |

Losartan Potassium and Hydrochlorothiazide Tablets USP, 100mg/25mg (90’s count)

|Sr.No. HLot Number ”Expiry Date HNDC |
L. |H001155 14/30/2022 |68180-217-09 |
2. |H001355 5/31/2022 l68180-217-09 |
3. |H001356 |5/31/2022 |68180-217-09 |
4. |H001357 5/31/2022 l68180-217-09 |
. |H001358 5/31/2022 168180-217-09 |
6. |H001359 5/31/2022 |68180-217-09 |
7. [Ho01371 5/31/2022 l68180-217-09 |
8. |H001372 |5/31/2022 |68180-217-09 |
0. |H001373 5/31/2022 l68180-217-09 |
10. |Ho01374 5/31/2022 l68180-217-09 |
11, |H001375 5/31/2022 |68180-217-09 |
12 |Ho01628 5/31/2022 l68180-217-09 |
13, |H001629 5/31/2022 168180-217-09 |
14, |H001630 l6/30/2022 |68180-217-09 |
l15. |Ho01645 l6/30/2022 l68180-217-09 |
16. |Ho01646 l6/30/2022 |68180-217-09 |
7. |Ho01647 l6/30/2022 l68180-217-09 |
l18. |H001798 6/30/2022 168180-217-09 |
9. |H001799 l6/30/2022 |68180-217-09 |
20. [Ho01882 l6/30/2022 l68180-217-09 |
21, |H001883 l6/30/2022 |68180-217-09 |
22.  |Hoo1948 l6/30/2022 l68180-217-09 |
23. [Ho01949 l6/30/2022 l68180-217-09 |
24. |H001985 l6/30/2022 |68180-217-09 |
125. |Ho01986 l6/30/2022 l68180-217-09 |
126. |H001987 17/31/2022 168180-217-09 |
27. |Ho01988 7/31/2022 |68180-217-09 |




|Sr.No. HLot Number ”Expiry Date HNDC |
28. |H001989 7/31/2022 |68180-217-09 |
29. [Ho01990 17/31/2022 l68180-217-09 |
130. |H002243 18/31/2022 |68180-217-09 |
31.  |Ho02244 18/31/2022 l68180-217-09 |
32. |H002245 18/31/2022 l68180-217-09 |
33. |H002315 18/31/2022 |68180-217-09 |
34, |Ho02316 8/31/2022 l68180-217-09 |
35. |H002317 18/31/2022 |68180-217-09 |
36.  |Ho02318 18/31/2022 l68180-217-09 |
37. |H002319 18/31/2022 l68180-217-09 |
38. |H002320 18/31/2022 |68180-217-09 |
39. [H002321 8/31/2022 l68180-217-09 |
140. |H002322 18/31/2022 168180-217-09 |
41, |H002323 18/31/2022 |68180-217-09 |
42 |H002324 18/31/2022 l68180-217-09 |
143. |H002632 |l9/30/2022 |68180-217-09 |
44, |Hoo2633 l9/30/2022 l68180-217-09 |
l45. |Ho02634 l9/30/2022 l68180-217-09 |
l46. |H002635 |l9/30/2022 |68180-217-09 |
147. |H002636 l9/30/2022 l68180-217-09 |
148. |H002765 |l9/30/2022 168180-217-09 |
149. |H002766 |l9/30/2022 |68180-217-09 |
I50. |H002767 l9/30/2022 l68180-217-09 |
51, |H002768 |l9/30/2022 |68180-217-09 |
52, [H002769 l9/30/2022 l68180-217-09 |
53, [H002770 l9/30/2022 168180-217-09 |
54, |H003194 111/30/2022 |68180-217-09 |
/55, |H003195 111/30/2022 l68180-217-09 |
I56. |H100009 112/31/2022 |68180-217-09 |
57.  |H100010 [12/31/2022 l68180-217-09 |
58. |H100021 112/31/2022 l68180-217-09 |
/59. |H100022 112/31/2022 |68180-217-09 |
l60. |H100023 112/31/2022 l68180-217-09 |
l61. |H100029 112/31/2022 168180-217-09 |
62. |H100030 112/31/2022 |68180-217-09 |
63. |H100342 11/31/2023 l68180-217-09 |




|Sr.No. HLot Number ”Expiry Date HNDC |
l64. |H100343 11/31/2023 |68180-217-09 |
l65. |H100344 11/31/2023 l68180-217-09 |
l66. |H100345 11/31/2023 |68180-217-09 |
l67.  |H100346 11/31/2023 l68180-217-09 |
68. |H100374 11/31/2023 l68180-217-09 |
169. |H100375 11/31/2023 |68180-217-09 |
170. |H100376 11/31/2023 l68180-217-09 |
71, |H100377 11/31/2023 |68180-217-09 |
72.  |H100378 11/31/2023 l68180-217-09 |
73. |H100452 11/31/2023 l68180-217-09 |
74 |H100453 11/31/2023 |68180-217-09 |
175. |H100454 12/28/2023 l68180-217-09 |
176. |H100458 12/28/2023 168180-217-09 |
77. |H100459 12/28/2023 |68180-217-09 |
78. |H100652 12/28/2023 l68180-217-09 |
79. |H100653 12/28/2023 |68180-217-09 |
80.  |H100654 2/28/2023 l68180-217-09 |
81. |H100655 12/28/2023 l68180-217-09 |
82. |H100656 12/28/2023 |68180-217-09 |
83. |H100687 12/28/2023 l68180-217-09 |
84. |H100688 12/28/2023 168180-217-09 |
85. |H100689 12/28/2023 |68180-217-09 |
86. |H100703 12/28/2023 l68180-217-09 |
87. |H100704 12/28/2023 |68180-217-09 |
88. |H100891 13/31/2023 l68180-217-09 |
89. |H100892 13/31/2023 168180-217-09 |
190. |H100902 3/31/2023 |68180-217-09 |
l91. |H100903 13/31/2023 l68180-217-09 |
92 |H100904 3/31/2023 |68180-217-09 |
93.  |H100905 3/31/2023 l68180-217-09 |
l94. |H100936 13/31/2023 l68180-217-09 |
l95. |H100937 3/31/2023 |68180-217-09 |
l96. |H100938 13/31/2023 l68180-217-09 |
97. |H101153 5/31/2023 168180-217-09 |
98. |H101154 5/31/2023 |68180-217-09 |
199. |H101155 5/31/2023 l68180-217-09 |




|Sr.No. HLot Number ”Expiry Date HNDC |
1100.  ||H101156 |5/31/2023 |68180-217-09 |
101.  |[H101157 5/31/2023 l68180-217-09 |
102.  ||H101158 |5/31/2023 |68180-217-09 |
103.  |H101159 5/31/2023 l68180-217-09 |
l104.  |H101294 5/31/2023 l68180-217-09 |
1105.  |H101295 |5/31/2023 |68180-217-09 |
1106.  ||H101296 5/31/2023 l68180-217-09 |
1107.  ||H101297 |5/31/2023 |68180-217-09 |
l108.  |H101325 5/31/2023 l68180-217-09 |
1109.  ||H101326 l6/30/2023 l68180-217-09 |
l10.  ||H101327 l6/30/2023 |68180-217-09 |
111.  ||H101328 l6/30/2023 l68180-217-09 |
1112.  ||H101349 6/30/2023 168180-217-09 |
1113.  ||H101350 l6/30/2023 |68180-217-09 |
l114.  |H101351 l6/30/2023 l68180-217-09 |
1115.  |H101352 l6/30/2023 |68180-217-09 |
l116.  |H101482 l6/30/2023 l68180-217-09 |
1117.  |H101483 l6/30/2023 l68180-217-09 |
1118.  ||H101606 7/31/2023 |68180-217-09 |
1119.  |H101618 17/31/2023 l68180-217-09 |
1120.  ||H101619 17/31/2023 168180-217-09 |
1121, ||H101620 7/31/2023 |68180-217-09 |
1122.  |H101621 17/31/2023 l68180-217-09 |
1123.  ||H101827 7/31/2023 |68180-217-09 |
1124.  ||H101828 17/31/2023 l68180-217-09 |
1125.  ||H101829 17/31/2023 168180-217-09 |
1126.  ||H101857 7/31/2023 |68180-217-09 |
1127.  ||H101858 17/31/2023 l68180-217-09 |
1128.  |H101911 7/31/2023 |68180-217-09 |
129.  |H101912 17/31/2023 l68180-217-09 |
130.  |H101913 17/31/2023 l68180-217-09 |
1131, ||H102455 |10/31/2023 |68180-217-09 |
1132.  ||H102456 l10/31/2023 l68180-217-09 |
1133.  ||H102457 |10/31/2023 168180-217-09 |
1134.  ||H102458 |10/31/2023 |68180-217-09 |
1135.  |H102485 l10/31/2023 l68180-217-09 |




|Sr.No. HLot Number ”Expiry Date HNDC |
1136.  ||H102489 |10/31/2023 |68180-217-09 |
1137.  ||H102490 l10/31/2023 l68180-217-09 |
1138.  |H102491 |10/31/2023 168180-217-09 |
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