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regabalm BP

COMPOSITION

Regab 25 Capsule: Each capsule contains Pregabalin BP 25 mg.
Regab 50 Capsule: Each capsule contains Pregabalin BP 50 mg.
Regab 75 Capsule: Each capsule contains Pregabalin BP 75 mg.
Regab 100 Capsule: Each capsule contains Pregabalin BP 100 mg.
Regab 150 Capsule: Each capsule contains Pregabalin BP 150 mg.

PHARMACOLOGY

Regab is a structural derivative of the inhibitory neurotransmitter
gamma-amino butyric acid (GABA). It does not bind directly to
GABAA, GABAB, or benzodiazepine receptor. It is inactive at
serotonin and dopamine receptors and does not inhibit dopamine,
serotonin, or noradrenaline reuptake.

Regab binds with high affinity to the alpha 2 -delta site (an auxiliary
subunit of voltage-gated calcium channels) in central nervous system
tissues.

Regab oral bioavailability is = 90% and is independent of dose. It is
eliminated from the systemic circulation primarily by renal excretion
as unchanged drug with a mean elimination half-life of 6.3 hours in
subjects with normal renal function.

INDICATION

Regab is indicated for the management of neuropathic pain
associated with diabetic peripheral neuropathy and management of
post herpetic neuralgia. It is also indicated for the adjunctive therapy
for adult patients with partial onset seizures. It can be used for the
management of fibromyalgia.

DOSAGE & ADMINISTRATION

Neuropathic pain associated with diabetic peripheral
neuropathy: The maximum recommended dose of Pregabalin
(Regab) is 100 mg three times a day (300 mg/day) in patients with
creatinine clearance of at least 60 ml/min. Dosing should begin at 50
mg three times a day (150 mg/day) and may be increased to 300
mg/day within 1 week based on efficacy and tolerability.

Post herpetic neuralgia: The recommended dose of Pregabalin
(Regab) is 75 to 150 mg two times a day, or 50 to 100 mg three times
a day (150 to 300 mg/day) in patients with creatinine clearance of at
least 60 ml/min. Dosing should begin at 75 mg two times a day, or 50
mg three times a day (150 mg/day) and may be increased to 300
mg/day within 1 week based on efficacy and tolerability.

Adjunctive therapy for adult patients with partial onset seizures:
Pregabalin (Regab) at doses of 150 to 600 mg/day has been shown
to be effective as adjunctive therapy in the treatment of partial onset
seizures in adults. The total daily dose should be divided and given
either two or three times daily. In general, it is recommended that
patients be started on a total daily dose no greater than 150 mg/day
(75 mg two times a day, or 50 mg three times a day). Based on
individual patient response and tolerability, the dose may be
increased to a maximum dose of 600 mg/day.

Management of Fibromyalgia: The recommended dose of
Pregabalin for fibromyalgia is 300 to 450 mg/day. Dosing should
begin at 75 mg two times a day (150 mg/day) and may be increased
to 150 mg two times a day (300 mg/day) within 1 week based on
efficacy and tolerability. Patients who do not experience sufficient
benefit with 300 mg/day may be further increased to 225 mg two
times a day (450 mg/day).

Hemodialysis Patients: Maintenance doses based on creatinine
clearance as recommended plus a supplemental post hemodialysis
dose administered after each 4 h of hemodialysis as follows: if
maintenance dose 25 mg once daily, post dialysis dose is 25 mg or
50 mg; if maintenance dose is 25 mg to 50 mg once daily, post
dialysis dose is 50 mg or 75 mg; if maintenance dose is 50 mg to 75
mg once daily, post dialysis dose is 75 mg or 100 mg; if maintenance
dose is 75 mg daily, post dialysis dose is 100 mg to 150 mg.

Regab capsules can be taken without regards to meals.

CONTRAINDICATION
Pregabalin is contraindicated in patients with known hypersensitivity
to Pregabalin or any of its components.

PRECAUTIONS AND WARNING

Discontinuation of Pregabalin without tapering may produce
insomnia, nausea, headache and diarrhea. So it should be tapered
gradually over a minimum of 1 week rather than discontinued
abruptly. Creatinine kinase may be elevated if treated with
Pregabalin. It should be discontinued rapidly if myopathy is
diagnosed or suspected or if creatinine kinase is elevated markedly.

SIDE EFFECTS
The most common side effects include dizziness, somnolence, dry
mouth, edema, blurred vision, weight gain, and abnormal thinking.

USE IN PREGNANCY AND LACTATION

Pregnancy:

Pregnancy category C. So it should only used if potential benefit
justifies the potential risks to the fetus.

Nursing mother:

It is not known if pregabalin is excreted in human milk. It is, however,
present in the milk of rats. So it should be used in nursing mother
only if there is a clear benefit over the risk.

PEDIATRIC USE
The safety and efficacy of pregabalin in pediatric patients have not
been established.

PHARMACEUTICAL INFORMATION

Storage conditions

Store below 30°C and dry place, away from light. Keep out of the
reach of children.

Presentation & Packaging

Regab 25 Capsule: Each commercial box contains 30 capsules in
Alu-Alu blister pack.

Regab 50 Capsule: Each commercial box contains 30 capsules in
Alu-Alu blister pack.

Regab 75 Capsule: Each commercial box contains 30 capsules in
Alu-Alu blister pack.

Regab 100 Capsule: Each commercial box contains 20 capsules in
Alu-Alu blister pack.

Regab 150 Capsule: Each commercial box contains 20 capsules in
Alu-Alu blister pack.

Manufactured By

BEACON

Pharmaceuticals PLC
Bhaluka, Mymensingh, Bangladesh

1300003211



feprrafere ffar

AWM

iR 3¢ e effofs S wie fpiaifm [P 2e fer
N @o FITeTs @SB Frreioqeet =g faeiifer fafsr co firar |
iR ae FREEs &fSfs Frorfe g fmifam [ ae far |
A Soo T3 AfSTs Fr=ivyeet =it faiafem ffsr Soo T |
Ao Seo s AfSTs Fr=ivyeet =it faianfem ffor seo St |

e

o zeeT TRREGH NeEGERGR o= syfieT [k affe (o) a3
BIeoEE (efaree | @B FaEE AR @, a1 7ow@eRT @uerermiEte
ROWEE @7 0 AT 2 | @6 CTEnET ¢ @eifE e « FEw
ATF @ CAGRA, (@I a TG @3 Rr=nss @ < o7 = |
fao fam Frgecad Gopre ftes AT A SATF-TTAGT AR
(CORTEE (2TBT TN BITET 15 AR ARIG6) 7 2 |
IR @7 ST ARATSIESA = 5o% IR O GFLR AR =7 FSaaier
T | G5 PSR AREHT (T FoRRee SgRT I T T = @3
ST JE TR GF AT L0 TT |

ot

TRIRGE ceifareae FememR a3 (s geifos Feamfamm e swge
BRI (73 WSS 93 T [l 3 27 | q2Iers [ eleys
@M At Smen R 99 Te NS | w e
TS @8 «ft 7o =7 |

oo

oo

AR 8

SEIEbT coifirare e i wye e ¢Rqs @
S @Nme (e s sueies vo [ G, sime cwm il
(o) @3 AEH R Soo e e fo7 7/ (woo fan/fMe) | G
Wl o el e fo 9 (Seo My fea v Fare 2a 9= SRS
8 TRANER $oF fofe T 5 MU [y woo FEi/fi e e Far @
AT |

¢IR% At Feaefemn @ s @il febie s Fwees vo ffay
T A, St owE e @3 epifte eReEEr =@ ae-deo fuEr
e & I =@M ¢o-Soo Sl fee © IF (s¢0-voo0 Fl/fim) | eFFre emie
G q¢ SET e 2 99 Wl co fE e © | @9 SRl @
TR ©oF fofe 0 5 TR 4 woo R/ 7 Ifw Far @~ |

SIETE @M AT SET ETRER eiews @fom Aifser
T ISR G A QAT @F (G AT Seo- voo A/
PRI Qi 01 | T (TR AT T I (R AR 72 TR (2 omy
ST B I e T | AT WS deo Tt w3 @ W@ fFwitie T
(a¢ T e & I W=ET ¢o oy i © 7)1 [y @it Freder @
SRR Eo ol T R woo /i e 3w 4T TS A |

TR FIZT FREEATE o frRiEm 3 fwfke
@l 2T woo- 8¢o AN/ | wFce ae T W & T (Seo /)
RPN G F90e T @2 FEFIES! 8 AZAN@E T fofe e » A
T4y Seo [l e 2 I| (woo fall/im) ~€ I T @Co =M | @ A5
@I woo MM @ @ e FRFTS! AT T O (@ 3¢ WA
e 2 I (8o Fa/fm) ~fe s 3fe Tt Qe #1d |

FACRERPR @t (F@s e e a7 ffare amife
RIS CIR @13 PR F00 20, AR @rrereshie 3 79 afe 8
T o FZIe @l SR AACTGE (IS UICRIEER (Ure A
A0S T I AAFIANT T WlE ¢ Nt 27, o TR et s
W 2e-co AT T T R W@ WEE 2e-¢o T ==, SR
TREEOPT RS W@ W co-9¢ WAt T@, W A= W@ WiEe
¢o-q¢ TNt =7, SR TREZFRT 2/ W@t wiee ae-doo o 7@ | I
BN @ WiEs ae Wl zm, SR TREnsteT 7kt W@ miee
Soo-3¢o AT =T |

TRl SIS <RI AN ST RIT 2129 el (0 #1ed |

S
@ T @R (0 I T @7 @ @I S @9 oS FAeramereret
ME SIMA (F0q feaiifer afsfamifs |

ARYITS! 8 ToFS!

T N T 2o T A e g, 9o, WAy @9 et we
AN | ©12 2O (TR T N B FAACT S AR 40 AT AT FAC® A |
fepeRifee o ferEbiT F3Ee @re @ =1t | TP @R T Zq=
SR AR N GG FRee Twifelte @ue o A A
et e TF F90e 2T |

A efsferar
A efSfaT eTeT YoTe TR (TR, YW SR, ©F Y4, AU, AT 7R, euw
Iw @R T ol |

QKL
(@At FHBT 57 | ©1F eqm@ TRy @S AwEe 9t (TR w4 Btk |

BRI
e qeed i fege =7 T oft e s afne T que «F
BB Aeq (17% | 1T ST S TERY oS AFETe @t @R w1 Bfoe |

el I
A L@ IR @7 7 932 IS ffee 77 |

R
ST (ATF U, 90 GNP SN@E s @ ST BT AT | T 654
FerRsTva ArelTCeTa AI3TR AL |

GG I

fellT e TFEs ool afifes are =iz wo B Forg w-sr

E?g;ommmﬁmmmoo%www-w

%%ama&%mﬁ%mwmoo%www—w

E?s;oommmmmwwﬁwww—w

%mommmﬁﬁwmwwﬁwﬂww—w
T

FECFTF
A e HreRT Pramr
S, THIFLE, T




