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

THANH PHAN

MBJi vién c6 chira:

Vién nang cirng GABICA 75mg

Hoat chdt : Pregabalin ..........cocoeeevee.. 75,0mg

Ta dugc: Lactose, Povidon (K30), Tinh bdt bfip,
Colloidal silica khan, Magnesi stearate, Nang gelatin
s6 “3”

Vién nang citng GABICA 100mg

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

Té dwge: Lactose, Povidon (K30), Tinh bdt biap,
Colloidal silica khan, Magnesi stearat, Nang gelatin
SO “3”.

Vién nang citng GABICA 300mg

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

Ta dugc: Lactose, Povidon (K30), Tinh bot bf’ip,
Colloidal silica khan, Magnesi stearat, Nang gelatin
150 “0”.

DUQC LUC HQC

Co ché tic dung:

Pregabalin lam giam dong Calci dan truyén than kinh
bing cach gin vao tiéu don vi alpha-2-delta cia cac
kénh calci phu thudc dién thé & md thin kinh trung
uong va co ché dic biét nay cé thé chiu trach nhiém
lam giam dau than kinh, lo ling hodc nhiing triéu
chimg dau khac. Pregabalin khong trc ché kénh Natri,
khong cé hoat tinh tai thu thé opiate, va khong lam
thay dbi hoat dong cta enzyme cyclooxygenase.
Thudc khong c6 hoat tinh tai receptor cuia serotonin
va dopamine va khong trc ché tai hdp thu dopamine,
serotonin hodc noradrenalin.

DUQC PONG HQC
. Hip thu v phén bo:
Sau khi ubng vién nang Pregabalin & didu kién nhin
d6i, ndng dd dinh trong huyét tuong dat dugc trong
vong 1,5 gio. Sinh kha dung bing dudong udng cua
Pregabalin > 90% va khong phu thudc vao liéu. Sau
khi dung liéu don (25mg dén 300mg) va liéu da (75
dén 900mg/ ngay), ndng dd tdi da trong huyét twong
(Cmax) va gia tri dién tich dudi duong cong (AUC)
tang tuyén tinh. Sau khi 14p lai lidu néy, trang thai on
dinh dat dugc trong vong tir 24 dén 48 gio.
Pregabalin khong gan két véi protein huyét turong.
Thé tich phan bd biéu kién cua Pregabalin sau khi
ding liéu udng 14 khoang 0,5L/kg.
Chuyén héa va thai trir
Pregabalin chuyén hoa khong dang ké & nguoi.
Khoang 98% liéu duge thai trir trong nude tiu dudi
dang khéng chuyén héa. Dan xudt N- methylate cia
Pregabalin, dugc tim thdy trong nuéc tiéu khoan
0,9% liéu.
Thoi gian ban thai trung binh cua Pregabalin la 3

gid va thai trir khoi hé tudn hoan chu yéu do bai TN
P

qua thén nguyén dang. Pregabalin c6 thé bj thai trir ra

khoi co thé do thAm phan mau.

CHI PINH

GABICA (Pregabalin) chi dinh trong truémg hop:

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

- Pau thén kinh sau khi bi nhiém virus Herpes.

- Hd trg diéu tri dong kinh cuc bd & ngudi 16m co
hodc khdng ¢6 con ddng kinh toan thé thir phat.

- Diéu tri hoi chimg rbi loan do lo ling qua mirc
(GAD) trén ngudi 16m.

Diéu tri hoi chu'ng dau co van (FMS)

LIEU LUQNG VA CACH SU DUNG

- GABICA (Pregabalin) dugc ding bing dudng
ubng trong hodic ngoai bita #n. Khi ngung
GABICA (Pregabalin) nén giam liéu tir tir trong it
nhét 1 tuln.

Pau thin kinh lién quan dén con dau thin kinh

ngoai bién do tiéu dwdng:

- C6 thé bit dAu didu tri bing GABICA (Pregabalin)
véi lidu 150mg/ ngay. Dua vao dap tmg va kha
ning dung nap thudc cua timg bénh nhan, sau
khoang thoi gian tir 3 dn 7 ngay c6 thé ting liéu
1én 300mg/ ngay, néu cin c6 thé ting lidu téi da
600mg/ ngay sau 7 ngdy diéu tri.

Dau théin kinh sau khi nhiém virus herpes:

- Liéu khuyén c4o 1a 75 dén 150mg dung 2 1in/ ngay
hogc 50 dén 100mg x 3 14n/ ngay (150 dén 300m
ngéy) Lleu khéi dau la 75mg x 2 lan/ ngéy ho#
Jumg x 3 lan/ ngay (150mg/ [1gay) va ¢ the Lc:LIl
litu d&n 300mg/ ngay trong 1 tudn dya vio hig
qua va kha ning dung nap thudc. Bénh nhan ding
liu 300mg/ ngay sau 2 dén 4 tudn ma khong co
dap Umg giam dau va bénh nhidn dung nap duoc
Pregabalin c6 thé ting lidu dén 300mg x 2 lan/
ngay (600mg/ ngay)

H&{ trg diéu tri ddng kinh cuc bd & ngudi 16n c6

hoiic khéng c6 con ddng kinh toan thé thit phat:

- C6 thé bit dau diéu tri véi liéu 150mg/ ngay. Dua
vao dap ung va kha néng dung nap thubc cia timg
b@nh nhan, lleu ¢ thé tang 1én 300mg/ ngay sau 1
tudn. Lidu 51 da x/ﬁf)()’mg/ ngay c6 thé dat duoc
sau khi thém 1 tuan'dicu tri.

- Hiéu qua cta viéc dung ddng thoi Pregabalin va
Gabapentin chura dugc cung cip do thidu cac dir
ligu.

Héi chitng rbi loan do lo ling qui mirc:

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

j 4‘2, Pﬁga . dugc chia lam 2 dén 3 lidu. Nhu cu diéu tri

oc xem xét lai thuomg xuyén. Cé thé bit dau
digw 1 i biang GABICA (Pregabalin) vé6i liéu
Ot g/ ngay. Dua vao dap g cta timg bénh nhan
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ung nap, ¢ {he ting 1idu den 300mg/
ngdy sau 1 tudn. Sau khi diéu trj thém 1 tudn co thé
tang lidu dén 450mg/ ngay. C6 thé dung liéu t01 da
600mg/ ngay ¢6 thé sau khi didu tri thém 1 tuln.

Hji ching dau eo vin (FMS):

- Lidu khuyén ding 1a 300 dén 400mg/ ngay. Lidu
nén bit dau 1a 75mg, hai 14n 1 ngay (150mg/ ngay)
va c6 thé ting 1én 150mg x 2 1an/ ngdy (300mg/
ngdy) trong 1 tudn dua vio hidu qua va kha ning
dung nap. Bénh nhin ding lidu 300mg/ ngay ma
chua c¢6 dép ung gidm dau c6 thé ting lidu dén
225mg ding 2 14n/ ngdy (450mg/ ngay).

Bénh nhan suy thin:

- Vi d} thanh thai Pregabalin cling twrong 1ing truc
tidp voi dd thanh thai creatinin, gidm lidu trén bénh
nhén bi ton thuong chirc ning than phai thy timg
bénh nhén tiry d§ thanh thai creatinin (CICr) cila ho
nhu dé cho trong bang dudi diy va duge xac dinh
bing cong thirc sau:

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

P4 thanh Téng liéu diing hang Liéu diing
thai ngay*
Gfgartgm Liukhoi | Lidu tida
e | ddumg/ | (mg/ ngay)
(mV/phit) | ngay)
Hai lan/ ngay
3=60 150 600 hodc ba lan/
ngay
Hai 140/ ngay
3>30 - <60 75 300 hodc ba lan/
ngay
11an/ ngay
3>15-<30 25-50 150 hodc hai lan/
ngay
<15 25 75 1 1an/ ngay
Lidu bd sung sau khi thdm phin mdu (mg)
25 | 100 | Liéudon”
TID = chia lam 3 Ian
BID = Chia lam hai ldn
* Tong liéu dimg hing ngdy (mg/ngay) nén chia lam
nhiéu lan theo muc “liéu dimg” dé tinh lidu theo mg
(mg/liéu)
+ Sau khi tham phan mdu nén b6 sung thém liéu don

— Thuong gip: tAng cam gidc thém in, cadm gidc sang

khoai, hay nhidm l4n, dé kich thich, giam ham
mubn tinh duc, mét didu hoa, bt thudmg lién két,
rung minh, chimg loan cén ngdn, suy giam tri nhd,
mét tdp trung, di cdm, nhin méo, chimg nhin déi,
hoa mit, nén, kho miéng, tao bon, déy hoi, rdi loan
cwong duong, dang di bt thuong, cam gidc say
rou, mét moi, phil ngoai bién, ting cén.

Khong thudng xuyén: chimg biéng in, 4o gic, con
hoang hét, mét ngt, bdi rbi, trAm cam, cam gi4c e
ché, cam gidc lo Iimg, mét kiém soat, tram trong
thém bénh mét ngu, khé dién dat tir ngf, gidc mo
bt throng, ting ham mudn tinh duc, khong dat cue
khodi, 1anh cam, ngét, bt tinh, ngén ngo, chirng co
gift rung, chimg tang dong thdi qué, gidm thi luc,
mét vi giae, rbi loan vén dbng, chodng vang tu the
run khi van déng manh, chimg giat ciu mét, rdi
loan nhén thirc, t6i loan the dd, gidm phan xa, gidm
Xue gide, chimg hay quén, ting cam glac cam gide
néng rat, nhiéu loan hinh anh, pha mit, giam o sdc
nét cta hinh anh, dau mit, suy thi lgc, khd mit,
ting chay nuée mit, tim d4p nhanh, dé bimg, néng
bimng, khé thd, khé mili, sung phdng da day, trao
ngugce da day thuc quan.

Hiém gap: giam bach cdu trung tinh, gidm duémg
huyét, mit phan xa ¢6 diéu kién, cam gide hung
phin, giam kha ning van dong, rdi loan khu gisc,
chimg khé viét, mit kha ning nhin xa, hoa mit,
thay ddi kha ning nhén thirc vé bé sdu, hoa mit,
kich tmg mit, gisin ddng tir, tit lac mit, choi mit,
ting thinh lye, block nhi thit mac do 1, tim déap
nhanh do nit xoang hoat déng manh, loan nhip tim
do mit xoang, tim ddp chdm do nit xoang, giam
huyét ap, tang huyét 4p, lanh phin ngoai bién, chay
mau cam, hep thanh quan, viém mii hong, ho, sung
huyet mii, viém miii, ngay, cd trudng, viém tuy,
nudt kho, may day, md hdi lanh, ly giai co van, dau
cd, suy thin, giam niéu, mét kinh, chay sfta, dau
nguc, dau bung kinh, vi to, phit toan thin, sbt, run,
lam nang thém con dau, ting glucose huyét, giam
kali m4u, giam té bio bach cu, tang creatinin trong
mau, giam can.

It gap: quamin, phan trng dj mg, mit ¥ thire, suy
giam tri tu Zdau/aau suy tim xung huyét, sung
ludi, tidu chay’ budn ndén, bénh ngira, phi mit.

Thong bdo cho bdc si cdc tde dung phu gap phdi khi

- Bénh nhéin suy gan: Khéng cin didu chinh lidu dang thube
cho bénh nhin suy gan. CHONG CHi PINH

- S dyng & tré em va tré vi thanh nién (< 18
tudi): Hiéu qua va tinh an toan cia pregabalin khi
dicu tri dong kinh va dau tl}'én kinh chira duge thiét
1ap & bénh nhin dudi 18 tudi. — Bénh nhan khéng dung nap galactose, thigu hyt

- Ngwdi 16m tudi (trén 65 tuon) Khéng cén d n lactase (LAPP) hogc kém hap thu glucose —

chinh liéu cho bénh nhan 1én tudi trir khi ho by tgnrxm] tose do bénh If di truyén hiém gip khong ding
thucmg thin.

TAC DYNG PHU
— Rat thudmg gip: choang vang, ngu ga.

— Pregabalin chéng chi dinh trén bénh nhén mén cam
vOi Pregabalin hogc bat ky thanh phén nao khac
cia thude.




htt&%rgr&}@m@uoc.com/

— Ngung thudc chéng déng kinh (AEDs): tuong tw
nhu céc thube chéng dong kinh khac, khi ngung
pregabalin nén giam lidu tir tir & giam thidu kha
ndng tdng con dong kinh thuong xuyén trén bénh
nhin dong kinh. Nén ngung thubc tir tir trong it
nhat 1a 1 tuan.

— Phi mach: cin chu y khi chi dinh pregabalin trén
bénh nhén c6 tién sir phit mach.

— Téng can: Pregabalin c¢o thé giy ting cin tly
thudc vao lidu ding va thoi gian sir dung thude.
Mbt s6 bénh nhén dai thai dudng ting can khi didu
tri bing pregabalin c6 thé phai didu chinh lai thubc
gy ha duorng huyét.

- Nglmg diéu tri: Sau khi ngung dleu tri ngin ngay
va dai ngay véi pregabalin, mdt s& bénh nhan da c6
h¢i chimg ngung thude, voi cée triu chimg nhu
mét ngt, dau d4u, budn ndn va tiéu chay.

— Ting men creatinin kinase: Ngung dung
Pregabalin néu chin doan phat hién ho#c nghi ngd
bénh co hodc néu néng dd creatinin kinase danh
déu tang cao.

— Suy tim sung huyét: Dir lidu vé viée st dung
pregabalin trén bénh nhan suy tim sung huyét ning
con han ché, cin thén trong khi sir dung pregabalin
trén nhirng bénh nhan nay.

— Cdn: Bénh nhin cin phai duge khuyén cdo dé
tranh ding ¢dn khi ubng pregabalin vi thudc c6 thé
anh hudng dén k§ ning van dong va tinh an thin
clia con.

TUONG TAC THUOC

— Nén théng bdo cho bénh nhin diung pregabalin
ddng thoi voi thude we ché thin kinh trung uong
nhu thudc phién hoac Bcnzodlazepme 1a thubc c6
thé gay tang téc dung phuy trén hé than kinh trung
wong nthir budn ngi.

' — Ciing c6 mdt s béo céo vé viéc suy hd hip va hon
mé trén bénh nhan ding pregabalin va cic thudc tc
ché than kinh trung wong khéc.

— Pregabalin c6 thé 1am ting tac dung gy suy nhén
thire, suy chirc ndng van dfng cua chi va cac co 1on
do Oxycodone.

ANH HUONG LEN KHA NANG LAI XE VA

VAN HANH MAY MOC

— Pregabalin ¢6 anh hudng it toi trung binh dén kha
ning 14 xe va vin hanh may méc vi c6 thé gay
choang véng va budn ngu. Bénh nhan khong nén

14i xe, vdn hanh may moéc phtc tap hodc tham gia
vao cac hoat ddng cé tinh chét mao hiém cho dén
khi biét ro 12 thubc c6 anh huong dén kha ning
thue hién cac hoat ddng cua ho hay khong.

SU DUNG O PHU NU CO THAI VA CHO CON

BU

— Chua c¢6 nghién ciru thich hop va duoc kiém soat
t6t trén phuy nit c6 thai. Pregabalin chi c6 thé ding
trong subt thai ki chi khi loi ich cta viéc ding
thudc 14n 4t nguy co tiém 4n cho bao thai. Chua
biét thude c6 tiét vao sita me hay khong Vi ¢6 kha
nhidu thubc dugc tiét vao sira me nén can than
trong khi chi dinh Pregabalin & phu ni¥ cho con bu.

QUA LIEU

— Véi liéu cao dén 15g, khong c6 tic dung phu ndo
dugc bao cdo.

— Theo kinh nghiém sau khi thudc duoc luu hanh trén
thi trudng cho thiy cac tic dung phu thm‘mg gip la
budn ngu, tinh trang rdi loan, bdi r6i bdn chdn.

— Piéu tri qua lleu Pregabalin bao gom cac bién phap
dleu tr1 hd trg tng quat va c6 thé thdm phin mau
néu can thiét.

BAO QUAN :

Bao quan ¢ nhi€t d dudi 30°C. Tranh anh sang va

am.

QUI CACH PONG GOI:

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

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

— Viénnang GABICA 300mg : 2 vi x 7 vieén/ hop

HAN SU DUNG: 24 thang ke tir ngay san Xuét

TIEU CHUAN: Nha san xuét

KHUYEN CAO:

— Poc ky hwong din si dung truée khi diung

~ Néu cArithém thong tin, xin héi y kién ciia béc s

- Thuéc\ﬂ%y{hi dwgce dung theo sy ké toa ctia bac
si

— Pé xa tAm tay tré em

SAN XUAT BOI:

=, GETZ PHARMA (PVT.) LTD.
@Il 29-30/27, Korangi Industrial Area Karachi, Pakistan.
TEL (92-21)5063100-03 — FAX (92-21)5060141
www.getzpharma.com




