MIRGY “capsules

R(Prescription drug

(Gabapentin 100mg, 300mg, 400mg)

COMPOSITION
Each capsule of Mirgy 100mg contains:
USP. 00

mg
y: ellulose (Avicel PH-102), Colloidal Anhydrous Silica
(Aerosil 200), Magnesium Stearate.
Each capsule of Mirgy 300mg oonlams
Gabapentin USP... 300 mg
Excipients: M |crocrystal line Cellulose (Avicel PH-102), Colloidal Anhydrous Silica
(Aerosil 200), Magnesium Stearate.
Each capsule of Mirgy 400mg contains:
Gabapentin USP... 400 mg
Excipients: M |crocryslal line Cell ulose (Avicel PH-102), Colloidal Anhydrous Silica
(Aerosil 200), Magnesium Stearate.
CLINICAL PHARMACOLOGY
Mechanism of Action
Gabapentin has proven affinity for special sitein brain tissues such as neocortex and hippocampus.
Though exact mechanism of its CNS depressant and anticonvulsant activity is not fully understood,
it isthought to be activated through peptide binding sites (receptor).
Phar macokinetics
Absorption
Gabapentin is absorbed from the gastrointestinal tract by means of saturable mechanism.
Gabapentin bioavailability is not dose proportional i.e., as dose is increased bioavailability is
decreased. Absolute bioavailability of 300mg oral dose is approximately 60%. At doses of 300mg
and 400mg, gabapentin bioavailability was unchanged following multiple-dose administration.
Food has no effect on the rate and extent of absorption.
Distribution
l(;?abapentll l? circulates largely unbound (<3%) to plasma proteins. Gabapentin is distributed into
reast mi
Metabolism and Elimination
Gabapentin is not appreciably metabolised and is eliminated from the systemic circulation by
renal excretion as unchanged drug. Elimination half-life (ty,) ranges from 5 to 7 hours and is
unaltered by dose or following multiple dosing. Gabapentin elimination rate constant, plasma
clearance and renal clearance are directly proportional to creatinine clearance.
INDICATIONS
MIRGY (Gabapentin) isindicated:
For various types of neuropathic pain in adults:
Postherpetic neuralgia (PHN)
Peripheral diabetic neuropathies.
Trigeminal neuralgia.
As adjunctive therapy in the treatment of partial seizures with and without secondary
generalization in patients over 12 years of age with epilepsy. Gabapentin is also indicated as
adjunctive therapy in the treatment of partia seizuresin pediatric patients age 3 — 12 years.
CONTRAINDICATIONS
- Gabapentin is contraindicated in patients with known hypersensitivity to gabapentin or any
of the components of the product.
- Children under 3 years of age.
DOSAGE AND ADMINISTRATION
MIRGY (Gabapentin) isgiven in titrations that lead to an effective dose. Treatment progresses
rapidly and can be accomplished over afew days. The total dose should be divided into three
doses given at intervals not exceeding 12 hours. MIRGY (Gabapentin) may be given orally with
or without food.
Neuropathic Pain
Adults over the age of 18
The initial daily dose of MIRGY (Gabapentin) can be titrated as given in the table below.
Thereafter the dose maybe increased in increments of 300mg daily up to a maximum of
1800mg/day in three divided doses. It is not necessary to divide the doses equally.

Day 1 Day 2 Day 3
300mg 300mg 300mg
Onceaday | Twotimesaday | Threetimes aday

Effectiveness as an adjunct therapy of neuropathic pain in pediatric patients has not been
established.

Epilepsy

Adults and children over 12 years of
Therapy may be initiated by adm|n|stenng 300mg three times aday on day 1 or by titrating the
dose as described in the following table.

Day 1 Day 2 Day 3
300mg 300mg 300mg
Onceaday | Twotimesaday | Three times aday

Thereafter the dose maybe increased in increments of 300mg daily until effective epileptic control
is achieved, which is usually within the range of 900-1200mg daily. Higher doses up to a
maximum of 2400mg daily may be required in some patients.

Children aged 3 to 12 years of age:

Gabapentin oral solution is also available in a concentration of 250mg/SmL for administration
in children weighing < 25kg or who cannot swallow capsules. An initial dose of 10-15mg/kg
is recommended, increased over about 3 daysin doses of about 40mg/kg daily in those age 3-4
years or 25-35mg/kg daily in those 5 years of age or older given in divided doses (3 timesaday).

The following table shows the recommended maintenance doses according to the respective
weight.

Weight Range (Kg) Daily Dose (mg/day)
17-25 600
26-36 900
37-50 1200
51-72 1800

Special Populations

Renal Impaired Patients

A _clioaage adjustment is recommended in renally impaired patients with neuropathic pain or
epilepsy.

Creatinine Clearance (mL/min) | Total Daily Dose® (mg/day)
>80 900-1800 in 3 divided dose
50-79 600-1200 in 3 divided dose
30-49 300-600 in 3 divided dose
15-29 300in 3 divided dose
<15 300°

“Total daily dose should be administered as at.i.d regimen. Doses used to treat patients with

normal rendl function (creatinine clearance >80mL/min) range from 900 to 18001 . Reduced

dosages are for patients with renal impairment (creatinine clearance <79mL/mi n)

“To be administered on every other day.

Patients undergoing Hemodialysi:

The recommended loading doseof M IRGY (Gabapentin) is 300-400mg then 200-300mg following

each 4 hours of hemodialysis.

PRECAUTI ONS

fGabapentln should not be abruptly discontinued because of the possibility of increasing seizure

requency.

Caution is recommended in patients with a history of psychotic illness.

Gabapentin should not be considered a treatment of absence seizures and may exacerbate

these seizures in some patients. Consequently, gabapentin should be used with caution in

patients who have mixed seizure disorders that include absence seizures.

Gabapentin should be used with caution in patients with renal impairement and in those

undergoing haemodialysis.

Gabapentin may produce false positive readings with some urinary protein tests.

ADVERSE REACTIONS

- Themost commonly reported adverse effects with Gabapentin include fatigue, weight increase,
back pain, headache, abdominal pain, diarrhes, flatulence, hyperglycemia, peripheral edema,
vasodilatation, dyspepsia, dry mouth, constipation, increased appetite, leukopenia, myalgia,
fracture, rhinitis, pharyngitis, bronchitis, coughing, conjunctivitis, otitis media, impotence,
amblyopia, diplopia, fever, nauseaand/or vomiting, ‘somnolence, dizziness, ataxia, nystagmus,
tremor, nervousness, dysarthria, amnesia, depression, abnormal thinking, twitching, hostility,
emotional Iability, hypoesthesia, hyperkinesias.

- Gabapentin use in pediatric patients with epilepsy 3-12 years of age is associated with the
occurrence of central nervous system related adverse events. The most significant of these
can be classified into the following categories: 1) emotional lability (primarily behavioral
problems), 2) hostility, including aggressive behaviors, 3) thought disorder, including
concentration problems and change in school performance, and 4) hyperkinesia (primarily
restlessness and hyperactivity). Among the Gabapentin-treated patients, most of the events
were mild to moderate in intensity.

Inform your doctor in case of any adverse reactions related to drug use.

USE IN PREGNANCY OR LACTATION

- Pregnancy:

There are no adequate and well-controlled studies in pregnant women. This drug should be

used during pregnancy only if the potential benefit justifies the potential risk to the fetus.

Lactation:

Gabapentin is secreted into human milk following oral administration. A nursed infant could

be exposed to a maximum dose of approximately 1mg/kg/day of Gabapentin. Because the

effect on the nursing infant is unknown, Gabapentin should be used in women who are nursing
only if the benefits clearly outweigh the risks.

DRUG INTERACTIONS

Phenytoin, Valproic acid, Carbamazepine or Phenobarbitone:

Thereis no interaction during the concomitant administration of Gabapentin with these drugs.

Gabapentin steady-state pharmacokineticsis similar for healthy subjects and patients with epilepsy

receiving anti-epileptic agents.

Morphine:

Patients who require concomitant treatment with morphine may experience increasesin Gabapentin

concentrations. Patients should be carefully observed for signs of CNS depression such as

somno(ljence and the dose of Gabapentin or morphine should be reduced appropriately.

Antaci

Gabapentin's bioavailability was reduced by up to 24% when co-administered at the same time

with an aluminium and magnesium containing antacid. It is recommended that Gabapentin be

taken about two hours following any such antacid administration.

EFFECT ONABILITY TO DRIVE AND USE MACHINES

Gabapentin may cause drowsiness, dizziness or other related symptoms and may have minor or

moderate influence on the ability to drive and use machines. Patients should be advised not to

drive and operate complex machinery especially at the beginning of the treatment and after
increase in dose.

OVERDOSAGE

- A lethal dose of Gabapentin was not identified in mice and rats receiving single oral doses
as high as 8000mg/ kg. Signs of acute toxicity in animalsincluded ataxia, labored breathing,
ptosis, sedation, or excitation.

- Acute oral overdoses of Gabapentin up to 49 grams have been reported. In these cases,

double vision, slurred speech, drowsiness, lethargy and diarrhea were observed. All patients

recovered with supportive care.

Gabapentin can be removed by hemodialysis. Although hemodialysis has not been performed

in the few overdose cases reported, it may be indicated by the patient's clinical state or in

patients with significant renal impairment.

STORAGE

- Sloreln acool dry place, temperature below 30° C, protect from sunlight.

EXPIRY

- 36 months from the manufacturing date.

SF'ECI FICATION

HOW SUPPLIED

- Box of 1 blister x 10 capsules.

WARNING

- Keep out of reach of children.

- Read carefully theleaflet before use.

- For further information, please contact your doctor.
- Thisdrugisdispensed on prescription only.
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VIEN NANG CUNG MIRGY®

Rx Thuéc ban theo don

(Gabapentin 100mg, 300mg, 400mg)

THANH PHAN

Méi vién nang cirng Mirgy 100 c6 chiva:

Gabapentin USP 100 mg

Ta dugc: Microcrystallin cellulose (Avicel PH 102), Colloidal anhydrous silica (Aerosil
200), Magnesi Stearat.

MGéi vién nang cieng Mirgy 300 ¢é chiva:

Gabapentin USP 300 mg

Ta dugc: Microcrystallin cellulose (Avicel PH 102), Colloidal anhydrous silica (Aerosil
200), Magnesi Stearat.

Moi vién nang cieng Mirgy 400 cé chira:

Gabapentin USP 400 mg

Ta dugc: Microcrystallin cellulose (Avicel PH 102), Colloidal anhydrous silica (Aerosil
200), Magnesi Stearat.

DUQC LUC HQC

Gabapentin da dugc chimg minh c6 i luc tai nhimg vi trf ddc biét trén mo ndo nhu viing
vo ndo méi va ving doi thi. Mic du co ché chinh xéc cua hoat tinh lam diu than kinh trung
wong va chdng co gidt cua thude chua duge hiéu 15 hoan toan, ¢6 thé cho la thube dugc
kich hoat thong qua cac vi tri lién két peptid (receptor).

DUQC PONG HQC

Hép thu: Gabapentin dugc hdp thu qua dub’ng tiéu hoa bang co ché bio hoa. Sinh kha
dung cta Gabapentin khong twong duong véi liéu ding. Sinh kha dung tuyét déi cia
duong ubng 300mg la xap xi 60%. O liéu 300mg, 400mg sinh kha dung cia Gabapentin la
khong thay ddi khi dung da lidu. Thic in khong anh huong 1én mirc d6 va téc do dugc
dong hoc ctia Gabapentin.

Phan phéi: It hon 3% Gabapentin gin vdi protein huyét tuong. Gabapentin qua duoc sira
me.

Chuyén héa va thii trir: Gabapentin duoc thai trir khoi hé thong tudn hoan thong qua than
dudi dang khong doi. Thoi gian ban thai cua Gabapentin trong huyét twong khong phu
thudc theo liéu va trung binh khoang tir 5 dén 7 gid:. Ty 18 dio thai Gabapentin 1 hing dinh,
dd dao thai ra khoi huyét twong, d6 dao thai qua than ciia Gabapentin ty 1¢ thuan truc !iép
v6i do thanh thai creatinin.

CHi PINH

MIRGY (Gabapentin) dugc chi dinh trong diéu tri:

Nhiéu dang dau than kinh ¢ nguoi truong thanh:

- Pau than kinh hu herpes.

Bénh than kinh déi thdo duong ngoai bién.

- Dauday than kinh sinh ba.

Pidu tri ho trg dong kinh cuc bo c6 hodc khong c6 con toan thé thir phat & bénh nhan
trén 12 tudi bi dong kinh. Gabapentin con dugc chi dinh diéu tri hd trg trong diéu tri
dong kinh cuc bo ¢ bénh nhi tir 3-12 tudi.

CHONG CHI PINH

Chéng chi dinh & nhimg bénh nhan man cam véi Gabapentin hodc véi bét cir thanh phan
nao cua thuoc

Chéng chi dinh d6i véi tré em dudi 3 tudi.

LIEU LUQNG VA CACH SU DUNG

MIRGY (Gabapcntm) duoc dinh lidu dn dan dé cudi cung dat dugc lidu ¢6 hiéu qua. Viée
diéu tri tién trién nhanh chéng va hoan toan trong khoing vai ngay. Liéu ding nén duge
chia lam 3 1an v6i khoang céch thoi glan khong qua 12 gio. MIRGY (Gabapentin) c6 thé
dugc uong cung hoac khong cung vai thire an.
Dau than kinh (nguwoi treong thanh trén 18 tuol) .
Liéu khoi ddu cia MIRGY (Gabapentin) c6 thé phan theo bang sau. Sau d6 lidu dung co
thé tang 1én 300mg/ngay cho dén lidu t6i da khong qua 1800mg/ngay, chia lam 3 lan uong.
Khoéng can thiét phai chia 1am nhing lidu bang nhau.

Ngay tht 1 Ngay thir 2 Ngay thir 3
300mg 300mg 300mg
1 1an/ngay 2 lan/ngay 3 lan/ngay

Hiéu qua cua lidu phap hé tro diéu trj dau than kinh ¢ bénh nhi chua dugc thiét lap.
Pong kinh R . . .

Nguwoi truéng thanh va tré em trén 12 tuéi: Co thé dung liéu 300mg x 3 lan/ngay vao
ngay thir nht hogc ding theo bang huéng dan sau:

Ngay tha | Ngay thi 2 Ngdy tha 3
300mg 300mg 300mg
1 lan/ngay 2 lan/ngay 3 lin/ngay

Sau do ¢6 thé tang liéu lén 300mg/ngay cho dén lidu dat dugce hiéu qua kiém soat con dong
kinh, thuong 1a 900-1200mg/ngay. Liéu cao hon cho dén t6i da 1a 2400mg/ngay co thé doi
hoi ding cho mét s bénh nhan.

Tré em tir 3 dén 12 tusi

C6 thé ding MIRGY (Gabapentin) ¢ dang dung dich uhéngVZSOmg/SmL dé diéu tri cho tré
c6 trong lugng < 25kg hay nhiing bénh nhan khong thé nuot vién nang.

Liéu khoi dau khuyén dung 1a 10-15mg/kg, tang lén sau khoang 3 ngay véi liéu khoang
40mg/kg/ngay cho tre 3-4 tudi hodc 25-35mg/kg/ngay cho tré 5 tudi hoac 16n hon, chia lam
nhiéu 1an udng (3 lan/ngay).

Liéu duy tri dugc khuyén ding tuy theo trong lugng co thé dugc trinh bay trong bang sau:

Trong lugng co thé (Kg) Liéu ding hang ngdy (mg/ngay)
17-25 600
26-36 900
37-50 1200
51-72 1800

Nhiing bénh nhin dic bigt . .
Bénh nhdn suy thin: Can thiét phai diéu chinh liu cho nhimg bénh nhan suy than bi dau
than kinh hoac dong kinh.

D¢ thanh thai Creatinin (mL/phut) Tong liéu trong ngay* (mg/ngay)
>80 900-1800 chia lam 3 Ian ngay
50-79 600-1200 chia lam 3 lan ngay
30-49 300-600 chia lam 3 1an ngay
15-29 300 chia lam 3 lan ngay
<15 300

“Liéu hang ngay nén ding 3 lan/ngy. Liéu ding diéu trj cho bénh nhan c6 chire nang than
binh thuong (d6 thanh thai creatinin > 80ml/phut) trong khoang 900-1800mg/ngay. Phai
giam liéu cho nhirmg bénh nhén suy chirc nang than (d¢ thanh thai creatinin < 79ml/phut).

"Pugc dung cich ngay.

Bénh nhin dang tham phun mau: Lidu khuyén ding 1a 300-400mg, sau d6 giam xudng
con 200-300mg mdi 4 gior thim phan mau.

THAN TRONG

Khong nén ngung dang dot ngot Gabapentin boi vi ¢6 kha nang lam ting tan sb cac con
dong kinh.

Can than trong ddi voi nhitng bénh nhan 6 tién sir bénh tam than.

Khong nén xem Gabapentin nhur 12 liéu phéap diéu trj khi khong c6 biéu hién dong kinh va
thude c6 thé 1am trdm trong thém nhiing con dong kinh & mot s6 bénh nhan. Do d6, can than
trong khi sir dung gabapentin ¢ nhitng bénh nhan bi réi loan dong kinh hdn hop, ké ca viée
khong ¢6 biéu hién dong kinh.

TAC DUNG PHU

Nhiing tic dung phu thuong giip nhét khi sir dung Gabapentin bao gdbm: mét moi, ting
cén, dau lung, dau dau, dau bung, tiéu chay, day hoi, ting duong huyét, pht ngoai bién, gian
mach, kho tiéu, khd miéng, tao bon, thém an, giam bach cu, dau co, gy xuong, viém mii,
viém hong, viém phé quan, ho, viém mang két, viém tai giira, bt luc, giam thi luc, bénh
song thi, sot, budn nén va/hodc non, budn ngi, chodng vang, mat diéu hoa, co giatnhan cau,
run rdy, cang thang than kinh, loan van ngén, hay quén, trim cam, suy nghi bat thuong, giat
0, ¢6 hanh vi thu dich, d& thay déi cam xuc, giam cam gidc, va tang van dong.

Sir dung Gahapentm & tré em 3 - 12 tudi mic bénh djng kinh cé thé xay ra cic tic
dung phu 1én h¢ thin kinh trung wong. Cac tac dung phu déng ké nht c6 thé phan lam
céc nhom sau: 1) D@ thay dbi cam xtc (nhiing véan dé hanh vi tién phat), 2) Hanh vi thu dich,

bao gom thai do hung han, 3) Réi loan suy nghi, bao gdm kho khan dé tap trung suy nghi
va thay d6i hanh vi trong truong hoc, va 4) Chimg tang dong (khong chiu ngoi yén va hiéu
dong thai qua). O nhirg bénh nhan diéu tr bang Gabapentin, cac tic dung phu trén xay ra
& mirc do nhe hay trung binh.

Thong bdo cho Bic si cdc tdc dung phu gap phdi khi sir dung thuéc.

sU DUNG CHO PHU NU CO THAI VA CHO CON BU

Phu ni¥ ¢é thai: Do chua c6 nhing nghién ciu 6 kiém chimg day du trén phu nir mang
thai, nén chi st dung thudc & phy nit mang thai khi da can nhic lgi ich va nguy co tiém ting
cho thai nhi.

Phuy nir cho con bii: Gabapentin bai tiét dugce vao sira me thong qua dudng udng. Tré so
sinh c6 thé chiu dung dugc lidu t6i da khoang 1 mg Gabapentin/kg/ngay. Boi vi tic dong
cua thudc 1én tré so sinh chua duge biét rd nén ba me dang cho con b chi nén sir dung
Gabapentin khi loi ich cua viéc diéu tri cao hon nguy co 6 thé xay ra.

TUONG TAC THUOC

Phenytoin, Valproic acid, Carb, in hay P : Khong c6 bét ky tuong tac
nao khi phéi hop dié tri gabapentin véi nhu'ng thude néu trén. Dugc dong hoc cua
Gabapentin ¢ trang thai on dinh thi giéng nhau & nhiing ngudi khoé manh bi dong kinh
dang dung nhing cht chong dong kinh.

Morphin: Viée diéu tri dong thai véi morphin & mét s bénh nhan c6 thé lam tang ndng do
gabapentin. Bénh nhan nén dugc theo ddi mot céch than trong nhimng ddu higu suy nhuge
than kinh trung wong nhu budn ngu va dong thoi lidu dung cia gabapentin ciing nhu
morphin phai giam xubng mot cach hop 1y.

Thuéc khdng acid: Sinh kha dung ciia Gabapentin giam xuong khoang 24% khi sir dung
ddng thoi voi thudc khang acid c6 chira nhom va magié. Nén udng gabapentin khoang hai
2i0 sau khi ubng bét ctr thube khéng acid nao.

ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC TAU XE .
Gabapentin c6 thé gdy budn ngu, chong mit, hofic cdc tri¢u ching lién quan khéc va c6 the
anh huong mic d nhe, trung binh dén kha ning 14i xe va vin hanh may méc. Bénh nhan
khong nén lai xe va van hanh cac may méc phirc tap dic biét trong giai doan dau diéu trj va
sau khi tang lidu.

QUA LIEU

Liéu gy chét cia Gabapentin khong duge ghi nhdn ngay khi cho chuét nhit va chugt céng
uong liéu don cao dén 8000 mg/kg. Déu hiéu ngd doc cdp tinh & dong vét bao gdm: mat diéu
hoa, the ning nhoc, chimg sa mi mit, giam dau, va kich dong.

Qua lidu dudng ubng cép tinh Gabapentin khi str dung 1én den 49g da duoc ghi nhan, tricu
chimg qué lidu: song thi, n6i lap, ué 0ai, hon mé va tiéu chay. Tét ca bénh nhan déu hdi phuc
sau khi 6 bi¢n phap diéu tri hé tr.

Gabapentin c6 the dugc dao thai qua thim tach mau, mic du da co mot s6 truong hop xir tri
qua liéu khong can ding dén phuong phép thim tach mau. Chi dinh thi thudt ndy tuy thude
vao tinh trang 1am sang cua bénh nhan, hodc ¢ bénh nhan c6 diu hi¢u suy than ning.

BAO QUAN Bio quan ¢ noi mat, nhiét do dudi 30°C, tranh 4nh sang.

HAN SU DUNG: 36 thang ké tir ngay san xudt.

TIEU CHUAN: USP

DANG TRINH BAY: 1 vi x 10 vién nang/hdp.

KHUYEN CAO

- Doc ky hueéng dén sit dung trieéc khi dimg.

- Néu can thém théng tin, xin hoi y kién bdc si.

- Thyéc hi dimg theo s ké don cuia thdy thudc.

- Dé xatam tay tré em.
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