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Vién nang cirng GABICA
(Pregabalin 75mg, 100mg, 300mg)

THANH PHAN

MB&i vién c6 chira:

Vién nang cirng GABICA 75mg

Hoat chit : Pregabalin ..........c..cooouu..... 75,0mg

Ta dugc: Lactose, Povidon (K30), Tinh bdt b?tp,
Colloidal silica khan, Magnesi stearate, Nang gelatin
sO “3”

Vién nang cimg GABICA 100mg

Hoat chdt : Pregabalin .........c..co....... .100,0mg

Td duoc: Lactose, Povidon (K30), Tinh bot bip,
Colloidal silica khan, Magnesi stearat, Nang gelatin
s0 “3”.

Vién nang citng GABICA 300mg

Hoat chdt : Pregabalin ....................... .300,0mg

Td duoc: Lactose, Povidon (K30), Tinh bdt bip,
Colloidal silica khan, Magnesi stearat, Nang gelatin
56 “0”.

DUQC LUC HQC

Co ché tic dung:

Pregabalin 1am gidm dong Calci din truyén thin kinh
bang cach gin vao tiéu don vi alpha-2-delta cua cac
kénh calci phu thudc dién thé & md than kinh trung
wong va co ché dic biét nay c6 thé chiu trach nhiém
lam giam dau than kinh, lo ling ho#c nhitng triéu
chimg dau khéc. Pregabalin khong e ché kénh Natri,
khéng c6 hoat tinh tai thu thé opiate, va khong lam
thay dbi hoat dong cia enzyme cyclooxygenase.
Thubc khong c6 hoat tinh tai receptor cua serotonin
va dopamine va khong trc ché tai hip thu dopamine,
serotonin hodc noradrenalin.

DU’Q'C DONG HQC
Hiip thu va phan bo:
Sau khi ubng vién nang Pregabalin & diéu kién nhin
doi, ndng do dinh trong huyét twong dat dugc trong
vong 1,5 gid. Sinh kha dung bang duong udng cua
Pregabalin > 90% va khong phu thu¢c vao lidu. Sau
khi dung liéu don (25mg dén 300mg) va lidu da (75
dén 900mg/ ngay), ndng do t8i da trong huyét twong
(Cmax) va gia tri dién tich duéi dudng cong (AUC)
tang tuyén tinh. Sau khi 14p lai lidu nay, trang thai on
dinh dat dugc trong vong tir 24 dén 48 gio.

Pregabalin khong gin két véi protein huyét tuong.
Thé tich phan b6 biéu kién cua Pregabalin sau khi
dung liéu udng 14 khoang 0,5L/kg.

Chuyén héa va théi triv

Pregabalin chuyén hoa khong dang ké & ngudi.
Khoang 98% liéu _dugc thai trir trong nude tidu dudi
dang khong chuyen héa. Dan xudt N- methylate cu

qua than nguyen dang. Pregabalin ¢6 thé bj thai trir ra

khoi co thé do thim phan mau.

CHI PINH

GABICA (Pregabalin) chi dinh trong trudéng hgp:

- Kiém so4t con dau than kinh c6 lién quan dén dau
than kinh ngoai bién do tiéu dudng.

- Dau thin kinh sau khi bi nhim virus Herpes.

- HJ tro didu tri dong kinh cuc bd & ngudi 16n ¢
hodc khong c6 con dong kinh toan thé thir phat.

- Piéu tri hdi ching rbi loan do lo ling qua mirc
(GAD) trén nguoi 16m.

Bleu tri hdi chimg dau co van (FMS)

LIEU LUQNG VA CACH SU DUNG

- GABICA (Pregabalin) dugc ding bing dudng
ubng trong hoiic ngoai bita an. Khi ngung
GABICA (Pregabalin) nén giam liéu tir tir trong it
nhit 1 tudn.

Pau thin kinh llen quan dén con dau thin kinh

ngoai bién do tiéu duimg

- Co thé bat du diéu trj bang GABICA (Pregabalin)
v6i lidu 150mg/ ngay. Dua vao dép tmg va kha
ning dung nap thudc cta timg bénh nhin, sau
khoang thdi gian tur 3 den 7 ngay 6 thé tang lidu
1én 300mg/ ngay, néu cin c6 thé ting liéu téi da
600mg/ ngay sau 7 ngay diéu tri.

Dau than kinh sau khi nhiém virus herpes:

- Liéu khuyén cdo 1a 75 dén 150mg ding 2 141/ ngay
hodc 50 dén 100mg x 3 1An/ ngay (150 dén 300mg/
ngay). Liéu khoi du 1a 75mg x 2 1an/ ngay hodc
SOmg x 3 lan/ ngay (150mg/ ngay) va c6 thé tang
lidu dén 300mg/ ngay trong 1 tudn dya vao hidu
quéa va kha ndng dung nap thude. Bénh nhén dung
lidu 300mg/ ngdy sau 2 dn 4 tudn ma khong cé
ddp Umg gidm dau va bEfh nhin dung nap dugc
Pregabalin c6 thé ting ,de/ 300mg x 2 lin/
ngay (600mg/ ngay)

H$ trg didu tri dong kinh cuc bé & ngudi 16n cb

hoic khéng ¢6 con dong kinh toan thé thir phat:

- C6 thé bat ddu diu tri voi lidu 150mg/ ngdy. Dua
vao dap mg va kha ning dung nap thudc cla timg
bénh nhan, lidu c6 thé tang 1én 300mg/ ngay sau 1
tudn. Liéu t&i da 13 600mg/ ngay c6 thé dat duogc
sau khi thém 1 tuén diéu tri.

- Hiu qua cta vig¢c dung dong thoi Pregabalin va
Gabapentin chwa duge cung cip do thidu cac dir
liéu.

Hbi chiing roi loan do lo ling qua mikc:

iéu dung trong pham vi tir 150mg dén 600mg/

3y dugc chia 1am 2 dén 3 lidu. Nhu cdu didu tri

uogc xem xét lai thudmg xuyén. C6 thé bit dau
tri bing GABICA (Pregabalin) vé6i liéu
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va kha nang dung nap, c6 thé ting lidu den 300mg/
ngdy sau 1 tudn. Sau khi diéu tri thém 1 tudn co thé
tang lidu dén 450mg/ ngay. C6 thé dung lidu t01 da
600mg/ ngay c6 thé sau khi diéu trj thém 1 tuén.

Hgi ching dau co van (FMS):

- Liéu khuyén dung la 300 dén 400mg/ ngay. Liéu
nén bat dau 1a 75mg, hai lan 1 ngay (150mg/ ngay)
va c6 thé tang lif:n 150mg x 2 14n/ ngay (300mg/
ngay) trong 1 tuan dga vao hiéu qua va kha ning
dung nap. Bénh nhan dung lidu 300mg/ ngay ma
chua c6 dap lmg giam dau cé thé ting lidu dén
225mg ding 2 14n/ ngay (450mg/ ngay).

Bénh nhén suy than:

- Vi d6 thanh thai Pregabalin cung tuong tmg tryc
tiép voi d6 thanh thai creatinin, giam lidu trén bénh
nhén bi tén thuong chirc nang than phai tiy timg
bénh nhan tiy d6 thanh thai creatinin (CICr) cta ho
nhu d cho trong bang duéi diy va dugc xéc dinh
bang cong thirc sau:

Creatinine clearance (mL/min) = Weight (kg) x
(140-age) (x0.85 for female patients)/ 72 x serum
creatinine (mg/dL).

D¢ thanh Tong lidu ding hang Liéu ding
thai ngay*
°fgi'cl;m Liéu khoi | Lidu tbi da
(CCh | diu(mg/ | (mg/ ngay)
(ml/ phut) ngay)
Hai lan/ n%ay
3> 60 150 600 hoic ba lan/
ngay
Hai lan/ ngay
$>30 - <60 75 300 hozc ba lan/
ngay
1 1an/ ngay
3>15-<30 | 25-50 150 hodic hai lan/
ngay
<15 25 75 1 1an/ ngay
Liéu b sung sau khi thim phan mau (mg)
25 | 100 | Liéu don ™

TID = chia lom 3 ldn
BID = Chia lam hai ldn

N Tong liéu ding hang ngay (mg/ngay) nén chia lam
nhiéu ldn theo muc “liéu dung” @é tinh liéu theo mg
(mg/lié)

+ Sau khi thdm phdn mdu nén bé sung thém liéu don

- Bénh nhan suy gan: Khong cin didu chinh lidu
cho bénh nhén suy gan.

Str dung & tré em va tré vi thanh nién (< 18
tudi): Hiéu qua va tinh an toan cta pregabalin khi
diéu trj dong kinh va dau thin kinh chwa dugc thit
14p & bénh nhén duéi 18 tudi.

— Thudng gép: tdng cam giac thém an, cam gidc sang
khodi, hay nhdm 1in, d& kich thich, gidm ham
mudn tinh duc, mét didu hoa, bt thuong lién két,
rung minh, ching loan cin ngoén, suy giam tri nhd,
mét tdp trung, di cam, nhin m¢&, chimg nhin d6i,
hoa mit, non, khd miéng, tdo bon, ddy hoi, rbi loan
cuong duong, dang di bt thuong, cam giac say
rugu, mét moi, phit ngoai bién, téng can.

— Khong thuong xuyén: ching bleng dn, 40 giac, con
hoang hot, mat ngu, bbi r01, tram cam, cam gidc e
ché, cam giac lo limg, mét kiém soat, trdm trong
thém bénh mét ngu, kho cllen dat tir ngfr, gidc mo
bét thudng, ting ham mudn tinh duc, khong dat cyre
khodi, 1anh cam, ngt, bat tinh, ngin ngo, ching co
giat rung, chlmg tang dong thai qua, giam thi luc,
mét vi gléc, r6i loan van dong, choang vang tur thé,
run khi vin d6ng manh, chimg gidt ciu mét, rbi
loan nhén thie, rbi loan the d6, giam phan xa, giam
xuc giac, chimg hay quén, ting cam giac, cam giac
néng rat, nhidu loan hinh anh, phit mét, giam d6 sic
nét cia hinh anh, dau mét, suy thi luc, kho mét,
tang chay nuéc mét, tim d4p nhanh, d6 bimg, néng
bing, khé thd, kho miii, sung phong da day, trao
nguoc da day thuc quan.

- Hiém gdp: giam bach céu _trung tinh, glam duong
huyet mét phan xa c6 diéu kién, cam giac hung
phan, giam kha néng véan dong, rbi loan khiru gléc,
chimg khé viét, mat kha ning nhin xa, hoa mét
thay dbi kha ndng nhén thirc vé bé sau, hoa mat
kich émg mit, gidn dong tir, tat lac mét, choi mét,
tang thinh luc, block nhi thdt mic d6 1, tim dap
nhanh do nit xoang hoat dong manh, loan nhip tim
do nut xoang, tim dép chdm do nut xoang, giam
huyét 4p, tang huyét ap, lanh phan ngoal bién, chay
mau cam, hep thanh quan, viém mii hong, ho, sung
huyet miii, viém mii, ngay, cb tru:orng, viém tuy,
nudt kho, may day, md hoi lanh, ly giai co van, dau
cd, suy than, giam nidu, mét kinh, chay sira, dau
nguc, dau bung kinh, v to, phu toan than, sot, run,
lam ndng thém con dau, ting glucose huyét, giam
kali méu, giam t& bao bach céﬂdpﬁ'inweatinin trong
mau, gidm cén.
ft gap: qua mén, phan tng di tmg, mét y thirc, suy
giam tri tué, dau ddu, suy tim xung huyét, sung
ludi, tidu chay, budn ndn, bénh ngira, phi mit.

Thong bdo cho bdc si cdc tdc dung phu gap phai khi

ding thuéc

CHONG CHi PINH

- Pregabalm chéng chi dinh trén bénh nhan man cam
voi Pregabalm hogc bat ky thanh phin nao khac
cta thudc.

— Bénh nhén khéng dung nap galactose, thiéu hut

Ngudi 16n tudi (trén 65 tuon) Khoéng cin dleu/,__“nlsn lactase (LAPP) hoic kem hap thu glucose —

chinh liéu cho bénh nhan 1én tudi trir khi ho bj t
thuong thén. /e
TAC DUNG PHU *
— Rét thudng giip: choang véng, ngu ga.

<7 ngbaqtose do bénh li di truyén hiém gip khong dung
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LUU Y CHUNG

— Ngung thudc chéng dong kinh (AEDs): tuong tu
nhur cac thubc chéng dong kinh khac, khi ngung
pregabalin nén giam liéu tir tir dé giam thidu kha
ning ting con dong kinh thuong xuyén trén bénh
nhan dong kinh. Nén ngung thudc tir tir trong it
nhit 14 1 tudn.

— Phit mach: cin chu y khi chi dinh pregabalin trén
bénh nhén ¢6 tién str phit mach.

— Ting cin: Pregabalin ¢6 thé gdy ting cin tly
thudc vao lidu ding va thoi gian st dung thubc.
Mbt s6 bénh nhéan dai thai dudng ting can khi didu
tri bang pregabalin c6 thé phai didu chinh lai thubc
giy ha duong huyét.

— Ngung didu tri: Sau khi ngung diéu tri ngén ngay
va dai ngdy véi pregabalin, mot s6 bénh nhan da c6
hoi ching ngung thudc, voi cac tridu chimg nhu
mAt ngil, dau dAu, budn nén va titu chay.

— Tang men creatinin kinase: Ngung dung
Pregabalin néu chin doén phat hién hoic nghi ngd
bénh co hodc néu ndng do creatinin kinase danh
d4u ting cao.

— Suy tim sung huyét: Dir ligu vé& viéc sir dung
pregabalin trén bénh nhan suy tim sung huyét ning
con han ché, can than trong khi sir dung pregabalin
trén nhitng bénh nhén nay.

— Cdn: Bénh nhén cin phai dugc khuyén cdo dé
tranh dung cétn khi ubng pregabalin vi thudc ¢6 thé
anh huéng dén k¥ ning van dong va tinh an thin
ctia con.

TUONG TAC THUOC

— Nén thong bédo cho bénh nhadn dung pregabalin
ddng thoi voi thube e ché than kinh trung wong
nhu thude phién hoic Benzodiazepine 1a thude c6
thé gdy ting tac dung phu trén hé than kinh trung
wong nhu budn ng.

. — Ciing ¢6 mot sé bao cdo vé viée suy hd hdp va hon
mé trén bénh nhan ding pregabalin va cac thudc trc
ché than kinh trung wong khéc.

— Pregabalin ¢6 thé lam ting tac dung gdy suy nhén
thirc, suy chirc nang van dong cua chi va cac co 16n
do Oxycodone.

ANH HUONG LEN KHA NANG LAI XE VA

VAN HANH MAY MOC

— Pregabalin c¢6 anh hudng it t6i trung binh dén kha
nang l4i xe va van hanh mdy méc vi c6 thé gay
choang vang va budn ngi. Bénh nhan khéng nén

lai xe, van hanh mdy méc phirc tap hodc tham gia
vao cac hoat dong c6 tinh chdt mao hiém cho dén
khi biét & 1a thuéc c6 anh huéng dén kha ning
thue hién cac hoat dgng cta ho hay khdng.

SU DUNG G PHU NU CO THAI VA CHO CON

BU

— Chua c6 nghién ctru thich hop va duoc kiém soat
tbt trén phu nir c¢6 thai. Pregabalin chi c6 thé ding
trong subt thai ki chi khi loi ich cta viéc ding
thubc 14n 4t nguy co tiém 4n cho bao thai. Chua
biét thudc c6 tiét vao sita me hay khong. Vi c6 kha
nhiéu thudc duoe tiét vao sira me nén cin than
trong khi chi dinh Pregabalin & phu nit cho con bu.

QUA LIEU

— Véi lidu cao dén 15g, khong c6 tac dung phu nao
dugce béo céo.

— Theo kinh nghi¢m sau khi thube dugce luu hanh trén
thi truong cho thiy céc tac dung phu thuong gap 1a
budn ngu, tinh trang rbi loan, bdi rbi, bdn chdn.

— Diéu trj qué lidu Pregabalin bao gdm céc bién phap
diéu tri ho tro tdng quat va cé thé thim phan mau
néu can thiét.

BAO QUAN :

]?é.o quan & nhiét dd dudi 30°C. Tranh anh sang va

am.

QUI CACH PONG GOI:

— Vién nang GABICA 75mg : 2 vi x 7 vién/ hdp

— Viénnang GABICA 100mg : 2 vi x 7 vién/ hop

— Vién nang GABICA 300mg : 2 vi x 7 vién/ hop

HAN SU DUNG: 24 théng k& tir ngdy sjin xuét

TIEU CHUAN: Nha san xuét %

KHUYEN CAO:

— Doc ki hwéng din sit dung trwée khi dung

— Néu cin thém théng tin, xin héi y kién ciia béc s

— Thudc nay chi dwge ding theo s ké toa ciia bac
S1
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SAN XUAT BOI:

s GETZ PHARMA (PVT.) LTD.
1| 29-30/27, Korangi Industrial Area Karachi, Pakistan.
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