Acerux®

Acyclovir

Description: Acyclovir (Acerux®) is a synthetic purine derivative. It exerts its antiviral effect on Herpes simplex viruses (HSV) and Varicella zoster (VZV) virus by interfering
with DNA synthesis and inhibiting viral replication. In cells infected with virus, the antiviral activity of Acyclovir appears to depend principally on the intracellular conversion of
the drug to Acyclovir triphosphate which is the pharmacologically active form of the drug.

Mode of action: Viral (HSV-1, HSV-2 and VZV) thymidine kinase converts acyclovir to the acyclovir monophosphate, which is then converted to the diphosphate by cellular
guanylate kinase, and finally to the triphosphate by phosphoglycerate kinase, phosphoenolpyruvate carboxykinase, and pyruvate kinase. acyclovir triphosphate competitively
inhibits viral DNA polymerase and competes with the natural deoxyguanosine triphosphate, for incorporation into viral DNA. Once incorporated, acyclovir triphosphate
inhibits DNA synthesis by acting as a chain terminator.

Pharmacokinetics: Acyclovir is poorly water soluble and has poor oral bioavailability (15-30%). Intravenous administration is necessary if high concentrations are required.
When orally administered, peak plasma concentration occurs after 1-2 hours. Acyclovir has a high distribution rate; protein binding is reported to range from 9 to 33%. The
elimination half-life is approximately 3 hours. It is renal excreted.

Composition: Acerux® 200 Tablet: Each tablet contains Acyclovir USP 200 mg. Acerux® 400 Tablet: Each tablet contains Acyclovir USP 400 mg. Acerux® 800 Tablet: Each
tablet contains Acyclovir USP 800 mg. Acerux® 70 ml Suspension: Each 5 ml suspension contains Acyclovir USP 200 mg. Acerux® 250 mg Injection: Each vial contains
Acyclovir Sodium USP 274.5 mg equivalent to Acyclovir 250 mg. Acerux® 500 mg Injection: Each vial contains Acyclovir Sodium USP 548.85 mg equivalent to Acyclovir 500
mg.

Indications: Acerux? is indicated for the treatment of viral infections due to Herpes simplex virus (type | & Il) & Varicella zoster virus (herpes zoster & chicken pox). It is also
indicated for the treatment of Herpes simplex virus infections of the skin and mucous membranes including initial and recurrent genital herpes and herpes labials.
Acerux? is also indicated for the prophylaxis of Herpes simplex infections in immunocompromised patients.

Dosage & administration: Acerux® Tablet & Oral Suspension: Treatment of initial herpes simplex: 200 mg 5 times daily usually for 5 days. For immunocompromised
patients 400 mg 5 times daily for 5 days or as directed by the registered physician. Children under 2 years: Half of the adult dose. Children over 2 years: Adult dose.
Prevention of recurrence of herpes simplex: 200 mg 4 times daily or 400 mg twice daily possibly reduced to 200 mg 2 or 3 times daily and interrupted every 6-12 months.
Children under 2 years: Half of the adult dose. Children over 2 years: Adult dose. Prophylactic treatment of herpes simplex in the immunocompromised patients: 200 to 400
mg 4 times daily. Children under 2 years: Half of the adult dose. Children over 2 years: Adult dose. Treatment of vericella (chicken pox): Adult and children over 40 kg: 800
mg 4 times daily for 5 days. Children below 40 kg: 20 mg/kg (maximum 800 mg) per dose orally 4 times daily (80 mg/kg/day) for 5 days. Or Children 1 month-2 years: 200
mg 4 times daily for 5 days. Children 2-5 years: 400 mg 4 times daily for 5 days. Children 6-12 years: 800 mg 4 times daily for 5 days. Treatment of herpes zoster (Shingles):
800 mg 5 times daily for 7 days. Treatment of initial rectal (Proctitis) herpes infections: An oral Acyclovir dosage of 400 mg 5 times daily for 10 days or until clinical resolution
occurs has been recommended.

Acerux® 250 & 500 mg Injection: Renal Impairment: For the patients with severe renal impairment, a reduction of the doses is recommended. A maximum dose equivalent
to 20 mg/kg every 8 hours should not be exceeded for any patient. Mucosal and Cutaneous Herpes Simplex (Hsv-1 and Hsv-2) infections in immune-compromised patients:
Adults and Adolescents (12 years of age and older): 5 mg/kg infused at a constant rate over 1 hour, every 8 hours for 7 days. Pediatrics (Under 12 years of age): 10 mg/kg
infused at a constant rate over 1 hour, every 8 hours for 7 days.

Herpes simplex encephalitis: Adults and Adolescents (12 years of age and older): 10 mg/kg infused at a constant rate over 1 hour, every 8 hours for 10 days. Pediatrics (3
months to 12 years of age): 20 mg/kg infused at a constant rate over 1 hour, every 8 hours for 10 days. Neonatal Herpes Simplex Virus Infections (Birth to 3 months): 10
mg/kg infused at a constant rate over 1 hour, every 8 hours for 10 days.

Varicella-Zoster infections in immune-compromised patients: Adults and Adolescents (12 years of age and older): 10 mg/kg infused at a constant rate over 1 hour, every 8
hours for 7 days. Pediatrics (Under 12 years of age): 20 mg/kg infused at a constant rate over 1 hour, every 8 hours for 7 days.

Direction of use (250/500 mg Injection) 1. Draw 10/20 ml Normal Saline via disposable syringe, 2. Insert 10/20 ml Normal Saline into the Acerux® vial & make a solution
3. Insert the solution into the 50/100 ml Normal Saline bottle, 4. Administer at a constant rate over 1 hour

Contraindications: Acyclovir is contraindicated in patients known to be hypersensitive to Acyclovir.

Side effects: Rash, gastro-intestinal disturbance, rise in bilirubin and liver-related enzymes, increase in blood urea and creatinine, decrease in hematological indices,
headache, neurological reaction, fatigue.

Use in pregnancy & lactation: Pregnancy category B. Acyclovir should not be used during pregnancy unless the potential benefit justifies the potential risk to the fetus.
Caution should be exercised when it is administered to a nursing mother.

Precautions: Acyclovir should be administered with caution in patients with renal impairment and doses should be adjusted according to creatinine clearance. Monitor
neutrophil count at least twice weekly in neonates.

Drug interactions: Probenecid reduces Acyclovir excretion and so increases plasma concentration and risk of toxicity.
Over dosage: Overdose symptoms may include seizure (convulsions), hallucinations, and urinating less than usual or not at all.
Storage: Store in a cool (Below 25° C temperature) and dry place protected from light.

Packaging: Acerux® 200 Tablet: Each carton contains 10X3 tablets in blister pack. Acerux® 400 Tablet: Each carton contains 10X2 tablets in blister pack. Acerux® 800
Tablet: Each carton contains 10X1 tablets in blister pack. Acerux® 70 ml Suspension: Each bottle contains 70 ml suspension. Acerux® 250 mg Injection: Each
comb-pack contains 1 vial of 250 mg Acyclovir Lyophilized Powder for Solution for Infusion, 1 bottle of 50 ml of 0.9% sodium chloride solution, 1 disposable syringe and 1
infusion set. Acerux® 500 mg Injection: Each comb-pack contains 1 vial of 500 mg Acyclovir Lyophilized Powder for Solution for Infusion, 1 bottle of 100 ml of 0.9% sodium
chloride solution, 1 disposable syringe and 1 infusion set.

afE®
TSI

et afrrE® « it WEiRETes 1 Fres Pefkm wrer o3y | g 2RerT Pt oiRam 3k o @R oikam 7 ket 3w |

TS GRS TECeRT P SRamed € av « Brefe « a i 990 [ReR @id 300 | h0eRT SI3An a9 SiEE (@I RTIEed 4t SRAe AR SiEee wa
AffSe 2@ GHAREFIST TATTEs 2 | @3 TATEs AE (FIAT STAAE FIRE q] FAEFRAEDE A CRFAEE T | IARFIST TRFAEE (FICAT AN ez aidl
SR @ FAERS T | GRS GIRTAEE GG A SAW |

LA Boi AR A (FHEIREGH): SE@AE S 3¢-90% 934 RefEs & @32 TUIe 2Ieml qHrg SIFS 3-2 Tol 7 A | @51 i [feg Fe ¢ wwe cmid @we- W,
SR, T, e, o, A, ZeAr, Sreizae fMeert ai Femmel, Fawe 3 zmelts @it wam md e Afnd 2w g | gmiREen el we anmw
RreGe «a BOfSet Mgt snugen e A e = |

B @FRE® 200 HIRATED: AfSfs BT AR WIS T8« 200 el | aFRE® 8oo BrATEAD: @fefs BiATEs TR WIMREIEA T8 8oo fal | «FEE® boo BrRTAS:
2l SIS Trar WITREIed 28 voo fiall | aFRE® qo fifa sRoF: afs ¢ fiff APTomE TR GITREST TG 200 fal | afEE® 2eo fat TatEE: afefs srE
Wit @TEEfen Enfeam TG xa8.¢ el a1 @TE@Efen eo fal-ga g | @FRE® ¢oo fal Ttem: afelt s ite wikE@ifen Gifear T8Wa esv.re Ml [
ARG ¢oo fiall-« Trgey |

ot off@ra®: z@eE Fe oizan (3127 s @3 51271 ) «32 (SRETEl @R SRan (TR @R @R forwerd) fifsem aage @ «frra® g5 ¢ fEsh emEes 2[es
Fes SRATR M@ @3- AREF 8 FHET (@51 ZRT G2 TR e ety 92 391 27 | aFrrE® SREEETIANRes @M ZRhet e A afewmy 3@ |

@t 8 ATAN: GFRIHL BTG G2 AT JFCAT P H B 200 fal F@ T ¢ IR AR ¢ w1 IREERETEmRET @NeR ¢F@ 8oo il i ¢ I/ AarRers ¢ e
w231 o s/ Sl ¢ | ) IRER I ROW TR T o fREeE WS T @@ R T1EE @ [eR Reem g sdemon @ e 7@ 1 [en s s
(=@ @) : ko0 [Hal T 7w 8 [ =31 oo el T e & 917, 789 201 @l FHA 200 fall T M 2 A1 0 37 G &S -3 T W@ BiFT T7 T4 @T 217 | R TREE T2
RO Pt & 24d T SdS Tl 3R R IREE @ IO e o A EEeE M@l e @ |

ERCEARFCNIRES @M J[0eE Fraces @7 afstaid et 200 fal (2tE 8oo fall T e 8 7@ 1  T=ram 3 T Fierrs o A TaFme SIS Tl G R IRE @ R
AT T AR Al Atarey 709 | el (o o) Bfsee: qdfws «ae 8o @fE «a @f* eeta fie: voo fiall it 8 A ¢ 7 | 8o Ffem 1 gwtam féiw: 20 et/ & (14
voo fiiall) Fca effs (re ea 8 A7 (vo fall/@(&/) ¢ M | wi=3T & q=ce@ fAwsa e 200 el e 8 I, *-¢ =0 F1e: 8oo el e 8 A

«FH® 3o @3 oo N FNTETH: o 2 p—
TR0e e fofees T S/ RSeS| ¢ el /& e o 9/
A e G e on T S2Q] SECEFACELAREE | yo il /@l T © 37 |
OIS RS A P b | T ¢ Sl /&f& e © 7@
ST (S et FREETREe o Tl /&f& e o 7 |

b AR TR e boo il o 8 @ | ZRoR @R R voo il M ¢ a1 a w1 aeifie @whE gEeeR (@B fofea: 8oo At T ¢ A do W A1 Tewd ofE
e sdE 7 S wewd fofset v A R otz |

AT T (2¢o/eoo et FTa=w) 5. feomaiea fifae W So/20 fifet Tawma syenzs G M 2. «fSRe® SawEs M do/20 fife TawE FpERs e 4w @7 Ao tofa
T | 0. (OfTFS ARTEHT ¢o/s00 T T TFMIRA-GT (@O 2T T | 8. FACH 5 TH1 4T TAFE T 2ot T |

R TR (@R @ IR F1 A ;@ I @ANTR GARESa«d Afs Al A SId &@) <51 - 41 A0 |

smiefefan: g, sEm s, f[feRe ¢ for e gwees 3 16w, e 2o ¢ ferfbim «r AR 3fa ew, wre [feg Somact w0 e, MR, TR [iewn o e |
TERF 8 VNI AIZR: TSRZ[ G B “R” 9gd | 797 TR Hieq gomia TZoR Sk o3l emfas 2@ ©492 Gri3Eiied (7l @S #IE | SOMEal MEma CFid
AR AITF FACS A |

SToFel: @A FAFAOR TS @A G EHe Tode wgems w41 Sbve i ferfbhm fFaem S fofe T siom T omg w41 Sfve | @b fFremm oFm At
FAACE 72 7w A0S NG 7R (740 T |

o) SFLHA R elfefa: emahe arRETendd Memed IRw @@ 3 @ FRE e 79y ¢ fafers s afew o

r@iféay: @i 2o [efd, gitew, @ 3% 20 qeal wL@ FeiRs (2 I @ (@7 0 ACE |

ST SN (A TR I (3¢ G, €7 M) 'S CHF AL |

Torgioml: @BEIHC Yoo BIRTED: @S FBM F3M S TR Soxo FIAED | aBFEHO 8oo BIRTAB: Al FHW FoE ANE TR Sox BIKED | @BRIAC voo BIIATAB: &l FHw
R #1C AR Soxs BIRTED | afRIE® o ffe sApme: @S @rer e qo ffd AT | afRE® 2o fa Ie=: afs FE@ R =i GETREea T8« seo fan

ORI, @& @TeE o i 0.5% Efea @RRre Fad, @36 femarese fifie i @ 2T @16 | @fE® coo et Ite: &fs F60 TR G3f6 WITREIfed WA ¢oo
e orE, @F @eE Soo fif 0.5% EERN @ RIZTET g7, @& f6 e fifay g @< (G ZAFET @76 |

<
Manufactured by p:<
Opsonin Pharma Limited Q
Opsonin Pharma Rupatali, Barishal, Bangladesh.
ideas for healthcare ® Registered Trade Mark.



