Amnealyte

Multiple Electrolytes Injection Type 1 USP
1000 ml

Abridged Prescribing Information:
AMMNEALYTE® Multiple Electrolytes Injection Type 1USP (500 miand 1000 mi)

Each 100 mi hlorkde |.F.0.526 g, Sodium Gluconate USP 0,502 g, Sodium Acetate Tritydrate |LP. 0,368 g, Potassium Chioride LP. 0.037 g, Magnesium Chioride Hexahydrate LP. 0.030 g, Water for Injection |.P. .5. It may contaln Sodium Hydroxide L. or Hydrochlarlc Acid
1P to adjust the pH. AMNEALYTE® administered Intravencusly has value as a source of water, electrolytes, and calorles. AMNEALYTE® Is Intended for wsing Da nat connect flexble plastic contalners In serles In order to avold alr
embolism due to possible residual alr contained In the primary container. Setthe vent to the closed p avented to prevent alr embollsm. Use a mkim line without any connections to awold alr embolism. Do not In
flexible plastic contalners to ‘to avold alr to of residual alr In the contalner. Prior to Infusion, isually Inspact be clear and be no precipitates. Do not
administer ear, and contalner AMNEALYTE® Is ¢ with biood or It may be priorto or following blood through setle, @ a added to orinfused cone with bload
companents, or used asa diluent Inthe pacl ytes. AMNEALYTE® are equally with biood or Dosing The chalceof product, dosage, volume, rate, and duration of adminktration |5 dependent upon the age, welght and clinkal condition
afthe patlent therapy, and should by a physiclan experienced in fuld therapy. Introduction of Additives: Addithes may be Incompatible. Evaluate all additions to the plastic cantainer for and stabllity of

Consult with a pharmacist, If avallable. I, In the Informed idgment of the physkian, It I demed advisable to Introduce addithes, Use aseptic tachnigue MIxthoroughly When addithves have been Introduced. After addtion, I there 1s a discoiaration andr the appearance of precipltatss, Insaluble
complexes of crystaks, do not use. Do not store solutions contalning additives. Discard any unused portion. Indication: As a source of water and electrolytes or as an alkalinizing agent. Mainly used for volume replacement therapy In hypovolemic shocks. Contraindications: In patlents with a known
tothe produ Reactions Stop 17 signs or reac AMNEALYTE®. Aol AMNEALYTE? In patients with or at iskicr flld anfor sobte overicading. I
use cannot be avolded, monitor fluld balance, slect and acld P Iauydunngpmlonm use Hyps BMNEALYTE® may c areat particular - Injury.
The risk of hospitat-acquired hyp Increased In patients ar pulmenary and In patients with release fInc hypotonk: AMNEALYTE®. Avold AMNEALYTE® In hypervolemic or overfydrated patients. I usecannot
be avolded, monitor serum sodium ¢ . Cartaln uch 6 ¢ corticotrapin, may alsa Increase risk of sadum and lukd ret=ntion. AWkl AMNEALYTE® In patients with, o at risk for, ypematremia, If sz Cannot be avoiied, monitor s2rum sodium
concentrations. Hypemmagnessmia Avald sclutions containing magnesium Inchiding AMNEALYTE® In patients with of predisposed to hypermagnesemia, Including patients with severe renal Impalrment and thass patlents recelving magneslum therapy (e g. treatment of eclampsla and myasthenia
gravis). AMNEALYTE® Is not Indicated for the treatment of hypomagnesemia, Acldosis AMNEALYTE® 1s not for use for the treatment of lactic acidosls or acidasisin p andjor renal Alkalosis Bxcess of AMNEALYTE® can result In metabolic
alkalosk. Awoid AMNEALYTE® In patients with alkalosls or at risk for alkalosts. AMNEALYTE® & not Indicated for the treatment of hypochioremic hypokalemic alkalosls. Avold use In patients with hypechioremic hypokalemic alkalosts. Hypocalcemia AMNEALYTE® contalns no caklum, and an Increase in
plasma pH due to It alkalinling effect may lower the M’Ionlzed {not protsl fum. Avoidd AMNEALYTEIn patients ith hypcacemia. Hyperkalemia Potasshum-containing solutions, Incuding AMNEALYTES may Increase the ricof hyperkalemi. Patient's at Increased ikt
andjor assoclated with Increased ytop suchas p extanshve jJury of burms, certaln cardiac heart fallure.
al Iy recently promclstnatcauseorlnc A old AMNEALYTE® In p. of at risk for Ifuse cannot be avolded, monmorselum Although AMMEALYTE® has a ps In plasma,
It Is InsuMficlent Incase of delclency; therefore, It 1s nat Indicate for CorTection of severs potassium deficlenicy. PRECAUTIONS: In {TE® may result In sodium and,ihrpotasslumormag\esum retention.
AMMNEALYTE® In p nd/orp or retention, fluld cverioad, or edema. If monitar patients with for reaction
and treatment of overdosage: Excessive adinisration of AMNEALYTE a cause: Fuld overioad with a rEK of 2dema andjor when renal sodium excretion Is Impalled Hypematmla and hyperkalemia, especlally In patlems WIth severe renal Impalrment.
Hypermagnesamia. Metabollc alkalosis with or without hypokalemia and decreased lonized serum caklum and When assessing any agditves In effects of iy medical attention and
treatment. Interventions Include discontinuation of PAMNEALYTE®, dose reduction, and ather measures as Indicated for the speciic clinical Thuld balance, etect adld &), Drug Interaction: Avold Use of AMNEALYTE In patients recstving
such products, such as corticnsteralds or corticatropin, If use cannat be avalded, monlkor serum electrolytes, fuld balance and acld-base balance. mumu and certaln antleplhptkand psychatropic Diugs that Increase the treduce renal electrlyte free water excretion
and may also Increase the sk of yponatremia following traatment with Intravencus fulds. potassum sparing diuretics, ACE Inhibitors, 1l receptor tacrolimus and cyclosporine, Drugs with pH Dependent Renal Ellmination. dose sslection for an
ekderly patient should b cautious, Usually starting atthe low end of the dosing range, reflecting the greater fraguency of decreased hepatic, renal, or cardiac function, and Moonoomltant disease or other drug therapy. Conslder manitoring renal function In elderly patients. If use cannot be avalded,
monitar the patient. Storage: Store at a temperature not exceeding 20°C. Discard Unused Portion. To be used with non-pyrogenic LV, adminlstration set with aseptic techrilgue. Amneal Pharmaceuticals Private Limited
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