
,f this system constitutes your agreement to the service conditions in the current FedEx Service Guide, available on 

<.com. FedEx will not be responsible for any claim in excess of $100 per package, whether the result of loss, damage, 

1, non-del ivery, misdelivery, or misinformation, unless you declare a higher value, pay an additional charge, document 

actual loss and file a timely claim. Limitations found in the current FedEx Service Guide apply. Your right to recover from 

xfor any loss, including intrinsic value of the package, loss of sales, income interest, profit, attorney's fees, costs, and 

rforms of damage whether direct, incidental, consequential , or special is limited to the greater of $100 or the authorized 

ired value. Recovery cannot exceed actual documented loss. Maximum for items of extraordinary value is $1,000, e.g. 

lry, precious metals, negotiable instruments and other items listed in our Service Guide. Written claims must be filed 

n strict time limits, see current FedEx Service Guide. 

• printing this label: 
ISIGNEE COPY· PLEASE PLACE IN FRONT OF POUCH 
>Id the printed page along the horizontal line. 
ace label in shipping pouch and affix it to your shipment. 
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URGENT: DRUG RECALL 

Potassium chloride Extended Release Capsules (750 mg) 10 mEq K Container Pack 

(Bottle pack container lO0's and 500's) NDC for 750 mg US# lO0'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 Capsules 750 mg 

Sr. No NDC . Batch No. Expiry Date 
• 1 68462-357-01 17221446' 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 
Da e 1 ot4 g Glenmark Pharmaceuticals Inc. USA 750 Cor orate Drive Mahwah NJ 07430 p 

T: 1201684 8000 F: 1201831 0080 www.glenmarkpharma.com/usa 
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Sr. No NOC Batch No. Expiry Date 

26 68462-357-01 17222199' Sep-24 

27 68462-357-01 17222209 ' Sep-24 

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' Ju]-24 

48 68462-357-05 17221704" JuJ-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 

Page 2 of 4 Glen mark Pharmaceuticals Inc. USA 750 Corporate Drive, Mahwah, NJ 07430 

T: 1 201 684 8000 F: 1 201 831 0080 www.glenmarkpharma.com/usa 
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interval, for the Potassium chloride Extended Release Capsules 750 mg 1 00'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 lnmar 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 

Rxrecalls@Inmar.com. 

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 of4 Glen mark 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 Callaghan Callaghan 
Date: 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 

6 
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Glenmark Pharmaceuticals Inc., lJSA 750 Corporate Drive Mahwah, NJ 07430 
Tel (201) 684-8000 Fax (201) 831-0080 
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POTASSIUM CHLORIDE EXTENDED-RELEASE CAPSULES, USP, 
10mEq 
Rx Dnl1 

DESCRIPTION: 
Potassium chloride extended-release capsules, USP, 10 mEq Is an oral dosage form of 
mlcroencapsulaled potassium chloride containing 750 mo of potassium chlorlde USP 
equivalent to 10 mEq of potassiUm 
DlspersJbillty ol potassium chloride (KCI) Is accomplished by mlcroencapsulallon and a 
di,peu;ln; agenl Th, resulla.nl flow characlertstlcs of the KCI mlcrocapsulei and the controlled 
releue of K+ ions by lhe microeapsular membrane are Intended to awid the possibility that 
excessive amounts of KCI can be locallze<I at aoy point on the mucosa or lhe gastrointestinal 
tract 
Each crystal or KCI is mlc:roencai,sul.atM by a procus wtlh an l1u0Mlle PQ1¥ntrlc cNllr!9 
\'ffllch runclions a, a sernH1ermublt ,r,tmbrint. rt ¥M" ,., 1M c.o"ttoltd ttltue or 
potassium and chloride Ions over an eighl-lo-len-hour period Fluids pass lhrough the 
membrane and gradually diasolve the potassium chlorld11 within the micro-capsules. The 
ruulllng potassium chloride solution slowly diUuses outvard lhrough lhe membrane. 
Potaulum chloride extended-release capsules, USP, 10 mEq are electrolyte replenishers The 
chemical name of the active ingredient Jc pot!.sslum chlonde USP and lhe slfuctural formula 
is KCI, Potassium chtor1de USP occurs as a granular CJYSlaUin11 pO'Mtsr. It Is freely soluble In 
Ylat•• 111d (WllCfl<l!ly lllll>Nf>lt V! ertu..i. 
The inactlv, Ingredients are. ef/lylcetlufo.,, FO&C red 13, FO&C y,llow 16, ge~Hn, magnesium 
s1earatt. lOd1um. llu,yt suUa111. 111c and titanium dioxide 
The Imprinting ink contains the following: black Iron oxide, potassium hydroxide and shellac 

CLINICAL PHARMACOLOGY: 
Potassium Ion Is the pri_nctpal llltracellular calion ol most body tissues. Polas&lum ions 
par1iclpala In i numbar of essential physlologlcal procaues, Including the maintenance of 
Intracellular tonlclty, the transmission of nerve Impulses, the contJacllon ol cardiac, skffleta1, 
and smooth muscle, and the maintenance of normal renal function 

The Intracellular concentration ol potassl11m is approximately 150 lo 160 mEq per Ucer. The 
normal adult plasma conceniralion Is 3.5 to 5 mEq per liler An acNve ioo transport system 
maintains lhls gradient across the plasma membrane 

Potassiwn ts a normal dietary constltueni and under steady-state conditions the amoUflt ol 
potassium absorbed from lhe oastrolntesUnil tract Is equal k> lhe amount excreted in the urine 
The usual dietary intake of potassium is 50 to 100 mEq per day 
Potassium deplelion will occur whenever the rate of potassium loss through renal excretion 
and/or loss from Iha gastroJntlstinal tract e)(Ceeds the rate of potassium intake. Such depletion 
usualfy dewlops slo'M)' as a consequence of therapy with diuretics, primary or s&Condary 
hyperaldosleronlsms, diabetic keloacidosls, or Inadequate replacement of potassium In 
pallenls on prolonged parenleral nutrition 
Oeplelion can develop rapidly wilh seV11ra dlarrflaa, aspeclally If a~oclaled with vomiting. 
Potassium depletioo due to these causes Is usually accompanied by a concomllant loss of 
chloride and fs manifested by hypokalemia and merabok alkalosis Potassium deplelion 
may produce makne&&, fitigue, dislUrbances ol cardiac rhythm (primanly ectopic beats), 
prominent U-waves in th, electrocardiogram, and In a~vanced uses, llaccid parilysls and/or 
Impaired abllity to concentrate urlne 

If potassium deplelion associaled wllh melaboHc alkalosls cannot be rnanaged by correcting 
the rundamental cause of lhe deficiency, e.g,. 'Miera the patient requires long-.term dluutic 
lherapy, supplemental potassium in the form of high potassium food or potassium chlorlde 
may be able to restora normal potassium laveb. 
in rare circumstances (e.g., patients wilh renal tubular acidosis) ootusiurn depletion may 
be a&ioclated with metabolit acidosis ind hyperchloremia. In iuch patients potassium 
replacement should be accomplished with potassium salts other than the chloride, such as 
potassium bicarbonala, potassium citrate, potassium acetate, or potassium oluconale 

IIIDICATIDNUND USAGE: 
BECAUSE Of REPORTS Of INTESTINAL ANO GASTRIC ULCERATION ANO BLEEDING WITH 
CONTROLLED-RELEASE POTASSIUM CHLORIDE PREPARATIONS, THESE DRUGS SHO\JLO 
BE RESERVED FOR THOSE PATIENTS WHDCANNOTTOLERATE OR REFUSE TO fAKE LIOUIO 
OR EffERVESCENT POTASSIUM PREPARATIONS OR FOR PATIENTS IN WHOM THERE IS A 
PROSLEM Of COMPLIANCE WITH THESE PREPARATIONS. 
1 For Iha treatment of patienls y.;th hypokalemla wrn, or without metaboUc alkalosls, In 

digitalis Intoxications. and in paUents wilh hypokalem ic: lamlflal periodic paralysis. If 
hypoblemia Is the result of diuretic therapy, consideration should be given to the use 
ol a lower dose of diuretic, which may be sufficient wilhout ltadir.g to hypokalemla. 
For the prave11lioo of hypokaJamia in patient~ who would be at particular risk ii 
hypol<a,emla wm lo develop ea .. dll)llallzed patients or palients 'Mlh significant 
cardiac arrh~hmias, hepatic cirrhosis with ascileJ, states or aldo1terone excess with 
normal renal tunctlon, Potassium-losing nephropathy, and cerlain dlarrheaJ states 

The use ol potantum salts In pallenls receiving diuretics for uncomplicated essential 
hypertensioo is often unnecessary when such patients have a normal dietary pattern and 
when low doses of the diuretic are used. Serum potassium should be checked periodically, 
however, and II hypokalemla occur,, dietary supplementation Wilh potas,lum-(;ontainlng foods 

may be adequate to control milder cases, In more seiJera cases, and If dose adJuslmenl of 
the diuretic Is Ineffective or unwau;,nled, supplementation v;tlh pot.asslum salts may he 
lndlcaled. 

CONTRAINDICATIONS: 
Potanlum supplements are contraindicated In patients with hyperkalemia since a further 
increase In serum potassium concentralion in such patients can produca cardiac arrest 
Hypertalemia may compllcate any of the tolk>'Mng conditions: chroolc renal failure, systemic 
acidosis such as dlabellc acidosis, acule dehydration, extensive llssue breakdown as in severe 
burns, adrenal Insufficiency, or lhe admlnlsUaUon of a potassium-sparing dkJretlc (e.g .. 
spironolaclone, triamlerene, amiloride) (see DVEROOSAGE) 
Conlrolled-ralease lorrnulallons of potassium chlorlde hava produced esophageal ulceration In 
certain cardiac: patients with esophageal compression due to an enlargad leftalrtum. Potassium 
supplementation, wh1n Indicated In such palienta, should ba given as a Uquld preparation. 
All solid oral dosaga forms of poiasslum chloride are contraindicated in any patient in 
v.tiom th!re is structural, pathologlcal (e,g,. diabetic gastroparesls) or pharmacologic (use 
of anticholtnergic agents or olhar agents with antlchollnarg lc properties 1t sutticlent doses 
to eicart anttcho1inerglc effects) cause ror arrest or delay In capsule passage through the 
gastrointestinal tract 

WAllNINGS: 
Hyp1r\11tml1 (m OVEIIDDSAGE) 
In patlents with impaired mechanisms for excratlng potassium, lhe admlnlslratlon of 
potassium salts can produce hyperkalamia and cardiac arrest. This occurs most commonly 
ii PiOIRls QMn Pot.as:wm by the Intravenous route but may also occur in patients ;iwn 
,o\Hsun o,ally, Po1Mlilt¥ fatal hyperkalemia can dew top rapidly tnd beasymplomatic The 
,se of PoWsium M;IIJ WI o:Aiitnli ~th cbronit nNl $unt. or 'I/fl'/ offier condiuoo Ylt,tb 
Impairs potassium e,ceretion. requires pa,ueulal~ cartM fflOfti!onflO ol the H:flltl'1 ~WUIIUffl 
concentralion and appropriate dosage 1dj1.11UnentJ_ 

1n1,11t1la• wllh ,011111,m-Spartng Dluralfcs 
HYJJOkalemla should not be lfeated by the concomitant administration or potassium salts 
and a potassium-spanng diuretic (e g. splrooolaclone. lriamlerene, or amilor1de), since the 
simultaneous administration of these agents can produce sew1re hyp11rl<alemia 

llu11tllon "11h AJ\QIOtallllft C-rfillll ("'1ffll lolllbllori 
AnQiotensln conver1iBQ enzyme (ACE) Inhibitor& (e.g., captoprU. enalap<il) will produce some 
potassium retention by inhibitlni, aidosterone producclon Potassium supplements should be 
given to palitnls receiving ACE inhibitors only wilh close monilorlna. 

O•lrolnlt1lf111I Lulora 
Solid oral dosage lorms of potassium chloride can produce uk:eratlve and/or stenotic lesions 
of the gastrointestinal lract Based on sponlaneous adverse reaction reports, enterlc coated 
preparationt of polasslum chloride are associated Yli"lh an lncrea&arl freq11ency of small 
bowel lesions (40 to 50 per 100,000 pallent yeats) compared lo sustiintd-release wax matrix: 
formulations (less than one psr 100,000 paUent years) Because of the lack of extansiw 
marlceling experience 'Wilh m~roencapsulated products, a comparison between such products 
and wax matrix or enterlc C03led products 1, not available. Potassium chloride extended~ 
release capsules, USP, 10 mEq are microencapsulated capsules tormulated to pro-Me a 
controlled rate of release of m"-twaps.ullled poiassium chloride and thus 10 m lnlmlzt the 
Pohibdil) Ol liOh loUf COIICtnWllrllO Ill p(ltalwlll near lhe Q8'110lnte,Unal wall. 
Prospective trials have bean conducted in normal human volunteers in which lhe upper 
gastrolnte&tilal tract was evaluated by endoscopic inspection hefor1 and atter one week of 
solid oral potassium chlo,ide therapy The abDily of lhis modal to predict eV1nts occurring In 
usual clinical pracllce is unknown. Trials ~lch approximated usual clinical practice did not 
reveal any clear differences between lhe wax matriK and mlcroencapsulat1d des.age forms, In 
contrast, there was a hlghar incidence or gastrtc and duodenal lesfons In subjects: recetving 
a high dose of a w»: malr1x controlled-release rormulallon under condrnons which did not 
resemble usual or recommended cUnlcal pracUce (I.e., 96 mEq per day In dMded doHs cf 
potassium chJoride administered to lasled patients, In the presence of ap anUchoUnerglc 
drug lo delay gastric emplying) The uppe, gastrointesUnal fflsions observed by endoscopy 
ware asYmplomatlc and Wire not accompanied bi evidence of bleeding (hamoccu1t !eating), 
The relevance of these findings to the usual condillons ~.e .. non-fasting, no antlchollnerglc 
agent, smaner doses) under which controlled-release potassium chloride products are 
used 1$ uncertain; epidemlologic studies have nol identified an el!valed risk, compared to 
mlcroencapsulated products, for upper gastJolntesllnal lesions In paUents receiving wax 
matrix formulations Potassium chloride extended-release capsules, USP, 10 mEq should 
he discontinued JrnmecHate1y and the passlbllity ol ulceration, obstruction or perfMlion 
consklered If severe vomldng, abdomlnal pain, distsntion. or gastrolnteslinal bleeding occur 

MellbDIIC AcldDIII 
Hypokalamta in patients with metabollt acidosis should be treated vAth an alkallnizing 
potassium satt such as potanlum bicarbonate, potassium citrate. potassium acetate, or 
potassium gluconate 

PRECAUTIONS: 
Geoeral 
The diagnosis of polassium depletion is ordlnarily made by demonslratino hypokalemia in a 
palienl \\4th a clinical history SIJQgesting some cause for potassium depletion. In lnlerpreting 
the serum potassium leve~ the physician should bear In mind lhal acute alkalosis per se can 
produce hypok;llunia in tile absence of a deficit In total body potassium, while acute acidosis 
per se can Increase the serum potassium concentration inlO tfla normal range ewn In the 
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presence or a reduced total body potassium The treatment of potassium deplellon, parncularly 
In the presence of cardiac disease, renal disease. or acidosis, requires careful attenlion lo acid
base balance and appropriate monltorlng of serum electroMes, \he electrocardkloram. and lhe 
clinical status ol the patient 

lolotmalilln hf P1U1111$ 
Physicians should consider reminding the patient of the lol1owino: To tike each dose with 
meals and with a full glass of water or other suitable liquid. To tike each dose !Mthout crushing, 
chewina, or sucidng the capsules. To take this medicine following the rrequenc.y ;md amount 
prese1ibed by the physician. This Is especially lmponant If the patient Is also taking diuretics 
and/or diaitans preparations. 
To check widl ttle physician ii ttlere is trouble 1wallowlng capsules or if the capsules seem to 
slick In lhelhroal 
To check wi.lh the physician at once ll lartV stools or other t\tidence of gaslroinle.sUnal bleeding 
1, nollced 
Laboralery Teals 
Regu lar serum polJsalum determinations are recommended, especially In patients wilh llnal 
Insufficiency or diabetic nephropathy. When blood ts drawn for analysis of plasma potassium 
it is important 10 recognize that artltaclual eleva1.ions can occur after lmprOC)ef venipuncture 
technique or as a resull ol in vilro hemolysls of the sample 

Druglnter1cllons 
Polassium-sparing dlurellcs, anglotensln convt!nlng enzyme inhlbllors (see WARNINGS) 

Carclnog■ nnls, ""lagonnl,, lmpalrmerl ol Fe~lllly 
carclnogenlclty, mutaQenlcity and fertility studies in ilJ'l imals have not been perlormed 
Potasshrn is a normal dietary constituent 
Pragnan,y: To111011nlc Effects: Clllegory C 
Anlmal reproduction studies have not been conducted wilh potassium chloride extended· 
reltue capsules, USP, 10 mEq, It Is unKkeJy that potassium supplementalion that does not 
lead to hw1rkilemla Wotlld have an adverse effecl on Iha fetus or would dfect reproducti~ 
capacity 

Nu11lngr.tllllo11 
Th& normal potassium km content of human milk Is about 13 mEq per liler Since oral 
potassium becomes pan of the body potassium pool, so long as body potassium Is not 
ekl:essive, the contribution ol potassium chlo ride supplementation should have little or no 
effecl on the level In human milk 

PedlalrlcUu 
Safety and effectiveness in pediatric patients have not been eslabHshed 
o,r1,,r1,11se 
Clinical studies of polas,ium chloride extend1d-relaau capsules did nol indude sufficient 
numbers of sub;ects aged 65 and over lo deltrmine v«l1lhar !hay respond ditfermlly from 
yoonger subjects Oltier reported cHnlcal experiuice has not ldenllried differences in responses 
between tht elderly and younoer patients. In general. dose seluUon for an elderly patient 
shoukl be cautious, usualy slartlng al the low end of lhe dosing 1'3008, rellectine lhe ereater 
rrequency of decreased hepatic, renal, or cardiac runctlon. and of concomitant disease or olher 
drug therapy 

Thie drug Is knoYffl lo be substanliall',' excreted by the kidney, and the risk of loxic reactions to 
this drug m,y be greater In patients ~th Impaired renal function Because elderty patient& are 
more llketylo haw decreased renal function, care should be taken In dOSfl selection, and ltmay 
bf useful to mon,lor 11tlll functitMI 

ADVERSE REACTIONS: 
One of the most severe adverse effeclS is hyperkalemia {see CONTRAINDICATIONS, 
WARNIIIGS, ANO OYEIIDOSAOE) 
Gaslrolntestinal bleeding and ulcerallon have been reported In patient, treated with 
polass~m chloride exlendod-relem capsules, USP, 10 mEQ (see CDNTIIAINDICATIONS 
and WARNINGS). In addition to castrolnlesllnal bleedlno and ulceraUon, perforation and 
obstruction have been reported In pati11nts lrealed wllh olher solid l<CI dosage forms, and may 
occur with potassium chloride extended-release cap$ules, USP, 10 mEq. The most common 
adverse reacHons lo lhe oral potassium salts are nausea, vomiting, tl.itulence, abdominal 
discomfort, and diarrhea These symptoms are due to Irritation of lhe 011strolntesUnaltractand 
Me bast managed by laking the dose with m9ls, or reducing lhe amount taken at one llma.. 
Sl<ln ra&tl has been reported rarely with pota&sium preparation,. 

OVERODSAOE: 
The adminlstrallon of oral potJssium uhs to persons with normal rureto,y mechanisms ror 
potassium rarely causes sarlous hypeM!alemla. Howe'-'1:r, if BXCretory mechanisms are Impaired 
or II potassium Is administered too rapidly intravenously, potentially fatal hypertcalemla 
can resull (see CONTllAINDICATIONS and WARNINGS). ii b Import.int IC recognize U,11 
hyperkalemia is IJSualftJ asymptomatic and may be manifested oi'lfy by an increased serum 
potassium concenhallon (6.5 to I1.0 mEq,t) and characte,l&llc efeclfocardlographlc chanQH 
(peaking of T•waws, loss ol P~wava1, depression of ST segment and J){olongalion of th, OT 
Interval). 

Lale manilestations Include muscle paralysis and cardiovascular collapse from cardiac arrnt 
(9 lo 12 mEq,l.i 
Treatment meautes /or hyperkalemla lnclude the lollowina: (1) eJimlnalion of foods and 
medications containing potassium and of any agents with pol.assium-spatlna proper1IH: 

(2) lnrrawnous administration of 300 to 500 mlJhr of 10% dextrose solution containing 10 
lo 20 units of CfYS~line lnsutin Jlf 1,000 ml; (3) correction of acidosis, If present with 
intravenous sod ium bicarbonate; (◄) use of e)(Change resins, hemodlalysls, or veritoneal 
dialysis.. In treatlnQ h't'J)erkatemla. tt should be ,eulledthal in patients who have been stabilized 
on digitillla, too rapid a lo'Nerino of the serum potassium concentration can produce digitalls 
toxicity The extended ralB1se feature means that absorption and toxic effects may be delayed 
lor hours. Consider standard measures to remove any unabsorbed druo 

DDSAGEANO ADMINISTIIATION: 
The usual dietary In lake of polas:sium by the average adutt ls SO to 100 mEQ per day Potassium 
deplellon sufficlmt to ciuse hypokalemia usually requires the Joss of 200 or more mEq or 
~lassium horn the total body store 
Dosage must be adjusted lo the Individual needs of each patient The dosa for the prevention 
of hypokalemla Is typicilly ill the range of 20 mEq per day. Do61s of ◄O 10 100 mEq per day 
or more a,e used tor the treatment or potanium depletion Oosaoe should be divided If mora 
than 20 mEq per d1Y Is given such that no more than 20 mEq Is given In a single dose Becauss 
al the potential for gastric irrltalion (see WARNINGS), potassium chloride !ktended-felease 
capsules, USP, 10 mEq should be taken wilh meals and with • full glau of waler or othar Oquid. 

Patients 'Mio have difficulty swal!oWing capsules may sprinkle the contents of the capsule onto 
a spoonful of soft food. The soft lood, 1uch n app1asauce or pudding, should be swallowed 
Immediately without chewing and lolowed wtlh a glass of cool Vv3let or juice to ensure 
complete swallowing of lhe mlcrocapsules. Thi food used should not be hot and should be 
iolt enough lo be swallowed without chewing. My mlctocapsule/l'ood mlxtuu should be used 
Im medlataty and not stored tor future use 

HOW SUPPLIED: 
Potassium chloride extended-release capsulu, USP, 10 mEq are hard gelatln capsules with 
opaque \WIile body wilh '357' imprinted In black and opaque orange up with 'G' imprinted in 
black, each containing 750 mg microencapsulaled potas&lum chloride (equivalen t to 10 mEq 
K) in boltles or 100 (NOC 6!~62-357-01) a,d boltl86 ofSOO(NOC 68462-357-05). 
SICre ,t 20· lo 25"C (68" to 77"F): excursk>ns pmnlttod u, 1s· IC 30"C (59" to 86°f) 1se, USP 
Controlled Room Temperaturel 
Dispense In tight container 

Manufactured by: 
Git-rt Ptlarmactuttcatt Lid. 
Plot No,2, Phase-2, Pharma Zone SEZ, 
Pithampur, Dist -Dhar, 
Madhya Pr,desh 454 m. lndi• 

Manulacturedfor: 

6 
c;tenma12k 
Glenmart PhannaceuucaI1 Inc., USA 
Mahwah, NJ 07430 

Questions? 
1 (888)721-7115 
www.alenmarkpharma comlusa 

March 2015 

_._, 0 11 1~ ' •1 · ... - -
1 t \ .; ' !. 

G GLENMARK GENERICS LTD . DATE: 02.03.2015 PANTONE SHADE NO: 1 (Black) 

PRODUCT NAME: Pola;slum Chl0<lde ER C.p USP 10 IT!fQOn1-8k) PKG. DEV.: 
Item cod,. Version, Conalency 
olOU11n.ovetpt1nl »re1,Pad!: 

ITEM CDDE:~P=E3=2◄=2=2 ___ VERSION: ~03!!_1~5-l_1 - --l~--------jt-'~c.•· o_;m_"'"- '-"'-' .::'-"""':.::;..-i t-- - - ------j 

PHARMACODE: -------------,t-:.R:....A ____ ...Jl---•-'""_"_''_~'_"' ___ .JL... _____ __J 

COUNTRY: _us __________ -11 QA: EnfVelut 

LOCATION: Goa 1h-P_R_O_D_U_C-TI_O_N_: --41,._M,-ctin-,-.. -,~-.,-;1y--~I-------~ 

PACK: 240x 171 mm 

ACTUAL SIZE:3 a..•-•-=-29'--m_m _ ______ _.,_R_E_M_A_RK_S_: _______________ 1 

SPECIFICATION: -'-40:..=mc..Bc.cib;_cla_Pa"'peccr ____________ _ ___ _______ ---¾ 

font 6 pt helveiica condensed Sap code: 40100005598 File: 38412 V;1 



G 
qlenmauk 
A new way for a n.- wo rld 

RECALL RETURN RESPONSE FORM 
Potassium chloride Extended Release Capsules (750 mg) 10 mEq K lO0's and 500's Container Pack 

NDC # for 750 mg lO0's (68462-357-01) 
NDC # for 750 mg 500's (68462-357-05) 

Retail Level 
05/29/2024 

Please fill out thjs form completely, By doing so, this will acknowledge that you have read and understood 
the recall instructions and have taken the appropriate action . 

Customer Name: I DEA#: 
DEA # is required, if it is not provided, the processing of your form will be delayed. 

Address: 

City: I State: I Zip: 

Contact Name Please Print : 

Tele hone#: Email : 

Contact Si nature: Date: 

DEBIT MEMO# (If unsure, leave blank): 

Wholesaler Information if not directl urchased from Glenmark Pharmaceuticals Inc.: 

Wholesaler Name: DEA#: 

Cit : State: Zi 

I have checked my stock and communicated to my customers at the appropriate level: 

D I confirm that all locations that received the impacted products have been notified to the retail level 

_____ _________ (Initial and date) 

D I do not have any stock of the recalled items. OR 

D I have quarantined and listed in the box below the quantity of recalled units and I will be returning to lnmar, 

as soon as possible. Upon receipt of this Response Form, lnmar, will issue return authorization label(s) Please 
indicate the # of needed box labels ___ _ 

Total 

Sr. Expiry 
Full/Sealed 

Item Description NDC Lot#/ Pack Size and 
No Date 

Partial/Open 
Bottle Count 

1 POTASSfUM CL ER CAP JOMEQ 100 68462-357-01 
17221446/1 00's 

May-24 
pack container 



G 
qlenma~k 
A new way for I nrw wo rld 

Total 

Sr. Expiry 
Full/Sealed 

Item Description NDC Lot#/ Pack Size and 
No Date 

Partial/Open 
Bottle Count 

2 POT ASSJUM CL ER CAP 1 0MEQ 100 68462-357-01 
17221445/1 00's 

May-24 
pack container 

3 POTASSIUM CL ER CAP l0MEQ 100 68462-357-01 
17221393/1 00's 

Jun-24 
pack container 

4 POTASSIUM CL ER CAP I0MEQ 100 68462-357-01 
17221403/1 00's 

Jun-24 
pack container 

5 POTASSIUM CL ER CAP 1 0MEQ 100 68462-357-01 
17221405/1 O0's 

Jun-24 
pack container 

6 POTASSIUM CL ER CAP 1 0MEQ 100 68462-357-01 
17221503/1 00's 

Jun-24 
pack container 

7 POTASSIUM CL ER CAP I 0MEQ 100 68462-357-01 
17221508/1 00's 

Jun-24 
pack container 

8 POTASSIUM CL ER CAP 1 0MEQ 100 68462-357-01 
17221567 /l 00's 

Jul-24 
pack container 

9 POTASSIUM CL ER CAP 1 0MEQ I 00 68462-357-01 
17221566/1 00's 

Jul-24 
pack container 

10 POT ASSJUM CL ER CAP 1 0MEQ 100 68462-357-01 
17221719/l00's 

Jul-24 
pack container 

11 POTASSIUM CL ER CAP l0MEQ 100 68462-357-01 
17221731/1 00's 

Jul-24 
pack container 

12 POTASSIUM CL ER CAP 1 0MEQ 100 68462-3 57-01 
17221891/l00's 

Aug-24 
pack container 

13 POT ASSlUM CL ER CAP 1 0MEQ 100 68462-357-01 
17221892/ I 00's 

Aug-24 
pack container 

14 POT ASSJUM CL ER CAP 1 0MEQ 100 68462-357-01 
17221900/1 00's 

Aug-24 
pack container 

15 POTASSIUM CL ER CAP 1 0MEQ 100 68462-357-01 
17221992/1 00's 

Aug-24 
pack container 

16 POT ASSJUM CL ER CAP 1 0MEQ 100 68462-357-01 
17222022/1 00's 

Aug-24 
pack container 

17 POTASSIUM CL ER CAP 1 0MEQ 100 68462-357-01 
17222056/1 00's 

Sep-24 
pack container 

18 POTASSIUM CL ER CAP 1 0MEQ l 00 68462-357-01 
17222043/1 00's 

Sep-24 
pack container 

19 POT ASSJUM CL ER CAP l 0MEQ l 00 68462-357-01 
17222068/1 00's 

Sep-24 
pack container 

20 POTASSIUM CL ER CAP l 0MEQ 100 68462-357-01 
17222079/1 00's 

Sep-24 
pack container 

21 POTASSIUM CL ER CAP 1 0MEQ 100 68462-357-01 
17222099/1 00's 

Sep-24 
pack container 

22 POTASSIUM CL ER CAP l 0MEQ 100 68462-357-01 
17222103/1 00's 

Sep-24 
pack container 

23 POTASSIUM CL ER CAP IOMEQ 100 68462-357-0 J 
17222114/1 00's 

Sep-24 
pack container 
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Total 

Sr. Expiry 
Full/Sealed 

Item Description NDC Lot#/ Pack Size and 
No Date Partial/Open 

Bottle Count 

24 POTASSIUM CL ER CAP 1 0MEQ 100 68462-3 57 -0 I 
17222119/I00's 

Sep-24 
pack container 

25 POT AS STUM CL ER CAP I 0MEQ 100 68462-357-01 
I 7222 I 88/1 00's 

Sep-24 
pack container 

26 POTASSIUM CL ER CAP 1 0MEQ 100 68462-357-01 
I 7222199/1 00's 

Sep-24 
pack container 

27 POTASSIUM CL ER CAP I 0MEQ 100 68462-357-01 
17222209/1 00's 

Sep-24 
pack container 

28 POTASSIUM CL ER CAP l0MEQ 100 68462-357-01 
17222200/1 00's 

Sep-24 
pack container 

29 POTASSIUM CL ER CAP JOMEQ 100 68462-357-01 
I 7222265/1 00's 

Oct-24 
pack container 

30 POTASSIUM CL ER CAP 1 0MEQ 100 68462-357-01 
17222269/1 00's 

Oct-24 
pack container 

31 POTASSIUM CL ER CAP l0MEQ 100 68462-357-01 
17222527 /1 00's 

Nov-24 
pack container 

32 POTASSIUM CL ER CAP l0MEQ 100 68462-357-01 
17222530/1 00's 

Nov-24 
pack container 

33 POTASSIUM CL ER CAP I 0MEQ I 00 68462-357-01 
17222583/1 00's 

Nov-24 
pack container 

34 POT ASSJUM CL ER CAP I 0MEQ 100 68462-357-01 
I 7222586/1 00's 

Nov-24 
pack container 

35 POTASSIUM CL ER CAP I 0MEQ I 00 68462-357-01 
17230051 /I 00's 

Nov-24 
pack container 

36 POT AS STUM CL ER CAP 1 0MEQ 100 68462-357-01 
17230075/1 00's 

Nov-24 
pack container 

37 POTASSIUM CL ER CAP 1 0MEQ I 00 68462-357-01 
17230067 / I 00's 

Nov-24 
pack container 

38 POTASSIUM CL ER CAP 1 0MEQ 500 68462-357-05 
17221197 /500's 

May-24 
pack container 

39 POTASSIUM CL ER CAP 1 0MEQ 500 68462-357-05 
1722 I 386/5001s 

May-24 
pack container 

40 POTASSIUM CL ER CAP 1 0MEQ 500 68462-357-05 
17221385/5001s 

May-24 
pack container 

41 POTASSIUM CL ER CAP 1 0MEQ 500 68462-357-05 
I 7221489/5001s 

Jun-24 
pack container 

42 POTASSIUM CL ER CAP 1 0MEQ 500 68462-357-05 
1722 I 504/5001s 

Jun-24 
pack container 

43 POTASSIUM CL ER CAP 1 0MEQ 500 68462-357-05 
17221530/5001s 

Jun-24 
pack container 

44 POTASSIUM CL ER CAP I 0MEQ 500 68462-357-05 
17221561/5001s 

Jul-24 
pack container 

45 POT ASSTUM CL ER CAP 1 0MEQ 500 68462-357-05 
17221579/5001s 

Jul-24 
pack container 
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Total 

Sr. Expiry 
FuWSealed 

Item Description NDC Lot#/ Pack Size and 
No Date 

Partial/Open 
Bottle Count 

46 POTASSIUM CL ER CAP 1 0MEQ 500 68462-357-05 
17221568/5001s 

Jul-24 
pack container 

47 POTASSIUM CL ER CAP 1 0MEQ 500 68462-357-05 
17221702/5001s 

Jul-24 
pack container 

48 POTASSIUM CL ER CAP 1 0MEQ 500 68462-357-05 
17221704/5001s 

Jul-24 
pack container 

49 POT AS STUM CL ER CAP 1 0MEQ 500 68462-357-05 
17221898/5001s 

Aug-24 
pack container 

50 POT ASS TUM CL ER CAP 1 0MEQ 500 68462-357-05 
17221993/5001s 

Aug-24 
pack container 

51 POTASSIUM CL ER CAP 1 0MEQ 500 68462-357-05 
17222029/5001s 

Aug-24 
pack container 

52 POTASSIUM CL ER CAP I 0MEQ 500 68462-357-05 
17222300/5001s 

Oct-24 
pack container 

53 POTASSIUM CL ER CAP 1 0MEQ 500 68462-357-05 
17222304/5001s 

Oct-24 
pack container 

54 POTASSIUM CL ER CAP I 0MEQ 500 68462-357-05 
17222278/5001s 

Oct-24 
pack container 

55 POTASSIUM CL ER CAP 1 0MEQ 500 68462-357-05 
17222609/5001s 

Oct-24 
pack container 

56 POTASSIUM CL ER CAP 1 0MEQ 500 68462-357-05 
17222395/5001s 

Oct-24 
pack container 

57 POTASSIUM CL ER CAP 1 0MEQ 500 68462-357-05 
17222589/5001s 

Nov-24 
pack container 

58 POTASSIUM CL ER CAP 1 0MEQ 500 68462-357-05 
17222605/5001s 

Nov-24 
pack container 

59 POTASSIUM CL ER CAP 1 0MEQ 500 68462-357-05 
17222613/5001s 

Nov-24 
pack container 

If you have any questions regarding this form or product return please contact lnmar at 877-883-9273 Office 
hours 9am to 5pm EST Mon thru Fri. 

Please fax this form to: 1-817-868-5362 or E-mail rxrecalls@inmar.com 
Recall Event ID N131178 / RCL 159-24 
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