


Potassium chloride Extended Release Capsules (750 mg) 10 mEq K Container Pack
(Bottle pack container 100’s and 500’s) NDC for 750 mg US # 100’s (68462-357-01), 500’s
(68462-357-05)

May 29, 2024

Dear Customer,

This is to inform you of a voluntary recall to Retail level involving the following drug product:
Potassium chloride Extended Release Cansules 750 me

C Xpi
1 68462-357-01 1'/221446° May-24
2 68462-357-01 17221445 May-24
3 68462-357-01 17221393° Jun-24
4 68462-357-01 17221403 Jun-24
5 68462-357-01 17221405" Jun-24
6 68462-357-01 17221503" -~ Jun-24
7 68462-357-01 17221508" Jun-24
8 68462-357-01 17221567 Jul-24
9 68462-357-01 17221566 Jul-24
10 68462-357-01 17221719 Jul-24
11 68462-357-01 17221731 Jul-24
12 68462-357-01 17221891 Aug-24
13 68462-357-01 17221892" Aug-24
14 68462-357-01 17221900° Aug-24
15 68462-357-01 17221992 Aug-24
16 68462-357-01 17222022° Aug-24
17 68462-357-01 17222056’ Sep-24
18 68462-357-01 17222043 Sep-24
19 68462-357-01 17222068° Sep-24
20 68462-357-01 17222079 Sep-24
21 68462-357-01 17222099 Sep-24
22 68462-357-01 17222103 Sep-24
23 68462-357-01 17222114° Sep-24
24 68462-357-01 17222119° Sep-24
25 68462-357-01 17222188° Sep-24
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28 68462-357-01 17222200 Sep-24
29 68462-357-01 17222265 Oct-24
30 68462-357-01 17222269 Oct-24
31 68462-357-01 17222527" Nov-24
32 68462-357-01 17222530 Nov-24
33 68462-357-01 17222583 Nov-24
34 68462-357-01 17222586 Nov-24
35 68462-357-01 17230051 Nov-24
36 68462-357-01 17230075° Nov-24
37 68462-357-01 17230067 Nov-24
38 68462-357-05 17221197 May-24
39 68462-357-05 17221386 * May-24
40 68462-357-05 17221385 May-24
41 68462-357-05 17221489 Jun-24
42 68462-357-05 17221504 Jun-24
43 68462-357-05 17221530° Jun-24
44 68462-357-05 17221561 Jul-24

45 68462-357-05 17221579 Jul-24

46 68462-357-05 17221568 Jul-24

47 68462-357-05 17221702 Jul-24

48 68462-357-05 17221704 Jul-24

49 68462-357-05 17221898" Aug-24
50 68462-357-05 17221993° Aug-24
51 68462-357-05 17222029" Aug-24
52 68462-357-05 17222300* Oct-24
53 68462-357-05 17222304 Oct-24
54 68462-357-05 17222278" Oct-24
55 68462-357-05 17222609 Oct-24
56 68462-357-05 17222395" Oct-24
57 68462-357-05 17222589" Nov-24
58 68462-357-05 17222605 Nov-24
59 68462-357-05 17222613 Nov-24

Recall of these batches has been initiated due to out of specification results observed in dissolution

test (By AAS) during long term stability study (25 £ 2°C, 60 + 5 % RH) at 18-Months’ time point
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interval, for the Potassium chloride Extended Release Capsules 750 mg 100's Container, batch

number 17222043(Commercial batch).

Please see details of product batches listed in above table and refer enclosed product labels for

ease in identifying the product.

Please examine your inventory and if you have any inventory available pertains to batch specified
in above table then quarantine it immediately. Glenmark Pharmaceuticals, Inc. initiated shipment
of this product on 06/15/2022.

In addition, if you are a wholesaler/ distributor, who have further distributed this product, please
identify those customers and notify them at once of this Product recall. Your notification to your
customers may be enhanced by including a copy of this recall notification letter. This recall should
be carried out to the retail level.

We are requesting the batches specified in the above table to be returned to Inmar Rx Solutions
(address below) using the Postage Paid Product Return label that was provided in your Recall
Return Packet.

Inmar Rx Solutions
3845 Grand Lakes Way
Grand Prairie, TX 75050

Please complete and return the enclosed response form preferably within 72 hours of receipt of
this notification. Please either fax your response to 817-868-5362 or email to

If you have any questions regarding your recall return please contact Inmar at 877-883-9273
Inmar office hours are Monday through Friday, from 9am to 5pm EST.

This recall is being made with the knowledge of the Food and Drug Administration.

Page 3 of 4 Glenmark Pharmaceuticals Inc. USA 750 Corporate Drive, Mahwah, NJ 07430
T: 1201 684 8000 F: 1 201 831 0080 www.glenmarkpharma.com/usa



Thank you for your cooperation,

Sincerely,

GLENMARK PHARMACEUTICALS INC., USA
Digitally signed by Thomas
Thomas Callaghar = shan

—---.2024.05.29 12:33:15-04'00'
Thomas Callaghan
Executive Director - Regulatory Affairs, North America

US Agent for Glenmark Pharmaceuticals Limited

Enclosure(s):
Product Labels

Recall Return Response Form

Glenmark Pharmaceuticals Inc., USA 750 Corporate Drive Mahwah, NJ 07430
Tel (201) 684-8000 Fax (201) 831-0080
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presence of 3 raduced tolal body potassium The ireatment of potassium deplatlon, particuiarly
in the presence of cardiac dlsease renal disease, or acklosis, requires carelul attenlion to acid-

(2) invavenous administration of 300 to 500 mL/mr of 10% dextross solution conlaining 10
lo 20 units of crystalline inswdin pey 1,080 mL; (3) corraction of acidosis, If present, with
sodium i {4) vse of exchange resins, hemadialysis, or peritoneat

base balance and of serom tes, the and the
clinical siatus of the oatient

Iodormation Fo!

PhySICians SN0vew wwiewuu! 78MINding the patient of the following: To take ach dose wilh
meals and with a full glass of water or other suilabls liguid. To take 2ach dose without Srushing,
chewing, or sucking the capsules. To laka this medicine foliowing the frequency and amount
prescribed by the physiclan. This is especially important if the patient is atso taking diuretics
and/or digilafls preparalions.

To check with the physiclan if there is trouble swallowing capsules or if the capsules seem to
slick in tha throat

dialysis. In treating hyperialemia, it should be recalled thal in palients who have been stabilized
on digitais, too rapid a lowsring of the serum polassium concentration can produce digitalis
toxicily The extended release teature mezns that absorption and toxic eMects may be delayed
for hours Consider standard measures to remove any unabsorbed drup

DOSAGE AND AOMINISTRATION:

The usual dietary intake of polassium by the average adult Is 50 to 100 mEq per day Polassium

deplelion sufficient to cause hypokalemia usually requites the loss of 200 ar more mEq of

polassium from the lotal body store

Dosaqu must b adjusted lo the individual needs of each patient The dose for the pravention
ol | is typically in the range of 20 mEq per day. Dages of 40 lo 100 mEq per day

To check with the physician at onea if tarry stools or other evidence of gas bleeding

is noticed

Laboratory Tests

Regular serum i i are especially in patients with renal
insufficiency or diabetic aephropathy. When blood fs drawn for analysis of plasma potassium
it is important i recognize that artifaclual elevations can occur alter improper venipunciure
1echiniqus or as a sesult af in vilro hemolysis of the sample

Drup Interactions

Polassium-sparing diurelics, angiotensin convertinn anzyma inhibitors (see WARNINGS)
ofFe
Carcinogenicity, mutagsnicity and ferdlity studi.. ..
Pgtassium i5 a normal dietary constiluent

Pregnancy: Yeralogenie ENects: Category C

Animal reproduction studies have nol been conducled wilh potassium chioride exisnded-
sefease capsules, USP, 10 mEq. It Is unkikely thal potassium supplemeniation that daes not
lead to hyperkalemia would have an adverse effect on ihe [etus or would affect reproductive
capacity

Nursing A

The NOfMar swcBium don content of human milk Is about 13 mEq per Filer Since oral
polassiom bacomes part of lhe body potassium pooi, so long as body potassium is not

animals have not been pertarmed

the chioride should have little or no
efigcl on the fevel In human mnlk
Pedisiric Use
Safety and effectiveness in pediaiic patienis have not bean established
Qerintric lize

Clinical studies ot potassium chloride extended-relsase capeuies did nol include suffitient
numbers of subjects aped 65 and ovar io determine whethsr they respond differsnily from
younger subjecis Other reported clinical experience has not ideniitied differences in responses
between the elderly and younger patients, tn general, dose seieclion for an elderty patient
should be cautious, usually starting al the low end of the dosing ranpe, reflecting the greater
Irequency of decreased hepatic, renal, or cardiac function, and of concomitant disease or olher
drug tharapy

This drug is known {o be substanlially excreted by the kidney, 8ad the risk of loxic reactions to
this drug may be greater in patiants with impairad renal tunction Because eldarly patients are
maore fikely to hava decreased renal function, care should be taken in dose selection, and it may
be usaful (o mondor 1ol funthen

ADVERSE REACTIONS:

One " most severe adverse oMecls is hyperkalamia (see CONTRAINDICATIONS,
WAR ANO OVERDOSAGE)

Gasirolntestinal bleeding and ulceration have been reporled in patients Ireated with
potassium chioride extended-release capsules, USP, 10 mEq (ses CONTRAINDICATIONS
and WARNINGS). in addition to gastrointesiinal bleading and ulceratian, perforation and
obstruction have been reported in patients ireated with other solid KCl dosape forms, and may
accur with potassium chioride extended-release capsules, USP, 10 mEq. The mosl common
adverse raactions to the oral potassium sallg are nausea, vomiting, flatulence, abdominal
discomfort, and diarchea These symploms are due to irritation of the gastrointestinal ract and
are best managed by tsking ihe dose wilh meais, or reducing ihe amount taken at gne tme
Skin ragh hat been reportad rarely with potassium praparations

OVERDOSAGE:

The administralion of oral potassium salis to persons with normat excrelpry mechanisms for

fpolassium rarely causss serlous hyparkatsmia. However, if excrotory mechanisms are Impzlreu

or i polassium is administered too rapidly i fatal

can result (see CONTRAINDICATIONS and WARNINGS) 11 is important to recognize that
is usually and may be onfy by an in¢ressed serum

potassium concentration (6 5 to 8.0 mEqAL) and characteristic eleclrocardiographic chanpes

{peakin of T-waves, loss of P-waves, depression of ST segment, and prolongation of the QT

interval)

Late manilestations Include muscle paralysls and cardiovascular colfapse from cardiac arest
(810 12mEqh).

Treatment measures for hyperkzlemia include the following: (1) eliminalion of foods and
medicallons containing potassium and of any agents wilh polassium-sparing propertles;

of mors are used for the treatment of potassium depietion Dosage should be divided i more
than 20 mEq per day (s given such that no more than 20 mEq is given in a singie dose Becauss
of the potential for gastric irritation (see WARMINGS), potassium chioride axtended-release
capsules, USP, 10 mEq should be taken with meals and with a full glass of waler or othar liguid.

Patients who have difficulty swaliowing capsules may sprinkie the contents of the capsuie onto
o spoonful of soft food_ The soit food, such as applasauce or pudding, should be swallowed
immediately without chewing and foflowed with a glase of cool water ar juics to ensure
complale swallowdng of the microcapsules. The food used should not be hot and shouid be
soit enough to e swatlowed wilhout chewing. Any microcapsule/tood mixiure should ba used
immediately and not stosed for future use

HOW SUPPLIED:

Potassivm chipride extended-release capsules, USP, 10 mEq are harg galatin capsules with
opaque whits body wilh "357' impdnled in blsck anc opaque orange cap with ‘G’ imprinled in
black, aach 0 750 mg chioride to 10 mEq
K} in bottles of 100 (NDC £8462-357-01) and bottias of 500 (NDC 68462-357-05)

Stare at 20° to 25°C (68° Lo 77°F); excursions permittad Lo 15" to 30°C (59° to B6°F) {Ses USP

Conlrolled Room Temperawre]
Dispense in tight container
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2 POTASSIUM CL ER CAP 10MEQ 100 68462-357-01 . May-24
__pack container

3 POTASSIUM CL ER CAP 10MEQ 100 | 68462-357-01 17221 393/1.00 S Jun-24
_pack container

4 POTASSIUM CL ER CAP 10MEQ 100 68462-357-01 ]722]403/1.00 > Jun-24
pack container

5 | POTASSIUM CL ER CAP 10MEQ 100 | 68462-357-01 | L/221405/100' 4y oy
pack container

6 POTASSIUM CL ER CAP 10MEQ 100 68462-357-01 17221503/1.00 > Jun-24
pack container

7 POTASSIUM CL ER CAP I0MEQ 100 | 68462-357-01 17221508/1.00 > Jun-24
pack container

8 POTASSIUM CL ER CAP 10MEQ 100 68462-357-01 17221567/1.00 > Jul-24
pack container

9 | POTASSIUM CL ER CAP 10MEQ 100 | 68462-357-01 | /2215667100 1y o)
pack container

10 POTASSIUM CL ER CAP 10MEQ 100 68462-357-01 17221719/1.00 > Jul-24
pack container

11 POTASSIUM CL ER CAP 10MEQ 100 68462-357-01 17221731/1.00 > Jul-24
pack container

12 | POTASSIUM CL ER CAP I0MEQ 100 | 68462-357-01 | /2218917100 1 /o 4
pack container

13 POTASSIUM CL ER CAP 10MEQ 100 68462-357-01 ]722]892/1.00 S Aug-24
pack container

14 POTASSIUM CL ER CAP 10MEQ 100 68462-357-01 1722]900/].005 Aug-24
_pack container

15 POTASSIUM CL ER CAP 10MEQ 100 68462-357-01 ]7221992/].00 S Aug-24
pack container

16 POTASSIUM CL ER CAP 10MEQ 100 68462-357-01 ]7222022/1.00 S Aug-24
pack container

17 POTASSIUM CL ER CAP 10MEQ 100 68462-357-01 17222036/ l.OO S Sep-24
pack container

18 | POTASSIUM CL ER CAP I0MEQ 100 | 68462-357-01 | L/222043/100s 1 o o4
‘pack container

19 | POTASSIUM CL ER CAP 10MEQ 100 | 68462-357-01 | | /222068/100's | o o4
pack container

20 POTASSIUM CL ER CAP I0MEQ 100 68462-357-01 ]7222079/].00 > Sep-24
pack container

21 | POTASSIUM CL ER CAP 10MEQ 100 | 68462-357-01 | /2220991005 1 . 14
pack container

22 | POTASSIUM CL ER CAP 10MEQ 100 | 68462-357-01 | /2221037100 1 . oy
pack container

23 | POTASSIUM CL ER CAP 10MEQ 100 | 68462-357-01 | /22211471005 1 o o4

pack container
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24 POTASSIUM CL ER CAP 10MEQ 100 68462-357-01 . Sep-24
pack container

25 POTASSIUM CL ER CAP 10MEQ 100 68462-357-01 17222188/1.00 S Sep-24
pack container

26 POTASSIUM CL ER CAP 10MEQ 100 68462-357-01 17222199/1.00 s Sep-24
pack container

27 | POTASSIUM CL ER CAP 10MEQ 100 | 68462-357-01 | | /222209100 1 g o4
pack container

28 POTASSIUM CL ER CAP 10MEQ 100 | 68462-357-01 17222200/].00 S Sep-24
pack container

29 | POTASSIUM CL ER CAP I0MEQ 100 | 68462-357-01 | L/222265/100's 1 oy
pack container

30 | POTASSIUM CL ER CAP 10MEQ 100 | 68462-357-01 | L/222269/100s 1 (0 oy
pack container

31 POTASSIUM CL ER CAP 10MEQ 100 68462-357-01 17222527/1.00 s Nov-24
pack container

32 POTASSIUM CL ER CAP 10MEQ 100 68462-357-01 ]7222530/].00 s Nov-24
pack container

33 | POTASSIUM CL ER CAP 10MEQ 100 | 68462-357-01 | |/222983/100's 0, oy
pack container

34 POTASSIUM CL ER CAP 10MEQ 100 68462-357-01 17222586/].00 s Nov-24
pack container

35 | POTASSIUM CL ER CAP 10MEQ 100 | 68462-357-01 | 172300517100 4 0 oy
pack container

36 POTASSIUM CL ER CAP 10MEQ 100 68462-357-01 ]7230075/1.00 s Nov-24
pack container

37 POTASSIUM CL ER CAP 10MEQ 100 68462-357-01 17230067/1.00 s Nov-24
pack container

38 POTASSIUM CL ER CAP 10MEQ 500 68462-357-05 17221 197/5.00 5 May-24
pack container

39 POTASSIUM CL ER CAP 10MEQ 500 68462-357-05 17221386/5.00 S May-24
pack container

40 POTASSIUM CL ER CAP 16MEQ 500 68462-357-05 1722]385/5.00 s May-24
pack container

41 | POTASSIUM CL ER CAP 10MEQ 500 | 68462-357-05 | /221489500 1 5 o4
pack container

42 POTASSIUM CL ER CAP 10MEQ 500 68462-357-05 ]7221504/5.00 s Jun-24
pack container

43 | POTASSIUM CL ER CAP 10MEQ 500 | 68462-357-05 | /2215305300 1 5 s
pack container

44 POTASSIUM CL ER CAP 10MEQ 500 68462-357-05 ]7221561/5.00 s Jul-24
pack container
579/500"

45 POTASSIUM CL ER CAP 10MEQ 500 68462-357-05 17221579/500's Jul-24

pack container







