Thudc nay chi ditng theo don thudc
BDoc ki hudng dan st dung trude khi diing - D& xa tém tay tvé em

TEN THUOC: DALYRIC

THANH PHAN: Mbi vién nang ciing chifa
Thanh phén hoat chat

Pregabalin
Thanh phén té dugc

Pregelatinized starch, povidon K30, mannitol, talc, Aerosil, vé nang ciing s6 2",

DANG BAO CHE: Vién nang cling s6 2, tron béng, lanh 13n, chifa b6t thudc mau trang.

CHI BINH: Trong cac truding hop

- Pau than kinh {ién quan dén bénh than kinh ngoai bién & ngudi bénh tiéu dudng.

- Dau than kinh sau herpes.

- Diéu tri b6 trg ddng kinh cuc bd & ngudi 1én.

- Diéu tri hoi chiing dau cd xd hoa.

LIEU DUNG - CACH DUNG

Liéu khdi déu dé nghi véi pregabalin 1a 75 mg x 2 ldn/ngay (150 mg/ngay), cling thic &n hodc
khéng. Trén cac thit nghiém 1am sang, hiéu qué cta pregabalin dugc ching minh trén bénh nhan

75 mg

diing liéu tir 150 - 600 mg/ngay. V&i phén 16n bénh nhén, iéu 150 mg chia 2 1an/ngay 1a liéu t6i uu.

Hiéu qua cGa pregabalin dugc thay ré trong tudn dau tién. Tuy nhién, thy theo dép dng cla tling
¢4 thé va su dung nap, liéu ding c6 thé ting 1én 150 mg chia 2 ldn/ngay sau khodng thdi gian
3 -7 ngay, va néu can, 6 thé tang dén liéu 161 da 300 mg chia 2 1an/ngay sau tudn ké tiép.

Dau than kinh sau herpes

Lidu b3t dau 75 mg x 2 1an/ngay, c6 thé ting liéu 1&n 300 mg/ngay trong vong 1 tudn tly vao hiéu
qua va kha niing dung nap thudc, chia lam 2 - 3 1an mét ngay. Bénh nhan khéng dép Ung da kha
nang gidm dau sau 2 - 4 tudn diéu tri vdi 300 mg/ngay c6 thé tang liéu t6i da 600 mg/ngay, chia lam
2 -3 1an mot ngay.

Diéu tri bd trg dong kinh cuc bd & ngudi 1dn

Lidu tir 150 - 600 mg dugc cho thdy 6 hiéu qua trong téc déng diéu tri bé trg dong kinh cucbd &
ngudi Idn. Lidu bat ddu tir 150 mg chia lam 2 1an/ngay, tuy vao dép (ng va dung nap clia ting
ngudi, c6 thé ting 1én dén lidu téi da 600 mg/ngay, chia lam 2 - 3 lan/ngay.

Biéu tri hoi chiing dau <o 1o héa

Lidu bt dau 75 mg x 2 1an/ngay, cd thé tang lén 150 mg x 2 1an/ngay trong vong 1 tuan tly thudc dap
{ing va dung nap ctia bénh nhan. C6 thé tang liéu |én 300 mg/ngay trong vong 1 tuén, dya trén hiéu
qua va kha nang dung nap thudc, chia lam 2 1an mét ngay. Liéu ti da 450 mg/ngay chia lam 2 1an.

- Bidu chinh liéu & ngudi suy gidm chifc ndng thén

Do thanh thai creatinin (Clcr) = 60 mL/phat: 150 mg/ngay, 300 mg/ngay, 450 mg/ngay hoac
600 mg/ngay, chia lam 2 - 3 1an mot ngay.

Po thanh thai creatinin (Cler) 30 - 60 mb/phit: 75 mg/ngay, 150 mg/ngay, 225 mg/ngay,
300 mg/ngay, chia lam 2 - 3 1an mét ngay.

D6 thanh thai creatinin (Clcr) 15 - 30 mb/phut: 25 - 50 mg/ngay, 75 mg/ngay, 100 - 150 mg/ngay,
150 mg/ngay, dung liéu duy nht hodc chia lam 2 1an mét ngay.

D6 thanh thai creatinin {Cler) < 15 mL/phat: 25 mg/ngay, 25 - 50 mg/ngay, 50 - 75 mg/ngay,
75 mg/ngay, dung liéu duy nhat mét ngay.

-D&i vai bénh nhén chay than nhan tao: Ngoai viéc diéu chinh liéu hang ngay dua trén chiic niing
than, diing mét lidu bé sung ngay lap tic sau mdi 4 git chay than nhan tao

D6i véi benh nhan diing liéu duy nhit mot ngay 25 mg: Dung métliéu b sung 25 mg hoéc 50 mg.
D8i véi banh nhan ding liéu duy nhat mot ngay 25 - 50 mg: Ding mét liéu b sung 50 mg hodc 75 mg.
D3i véi benh nhén diing lidu duy nhat mét ngay 50 - 75 mg: Diing mét liéu bé sung 75 mg hodc
100 mg.

D61 véi benh nhan diing lidu duy nhét mét ngay 75 mg: Diing mét liéu bé sung 100 mg hodc 150 mg.
CHONG CHI BINKH

Man cam vai pregabalin hay véi bat ci thanh phén nao clia thudc.

CANH BAO VA THAN TRONG KHI DUNG THUGC

Phit mach (sung dau, c8, hong) c6 thé xdy ra, nguy hai dén dudng hé hdp de doa tinh mang, than
trong khi diing phdi hop véi cac thudc ¢6 nguy cd gay phu. Ngung st dung pregabalin ngay khi
gap phai.

Phan Ging qua man (phat ban, mun nudc, thd kho khe).

Ngung st dung dot ngét pregabalin co thé dan dén cac triéu chiing mét ngl, buén non, nhifc dau,
lo au, tiéu chy, ting diéu tiét mé hoi va ting tén s6 con dong kinh di véi bénh nhan bi réi loan co
giat. Ngung sit dung pregabalin bing cach gidm liéu tir tir trong vong it nhét 1 tuén.

Thu6c chéng déng kinh, bao gém pregabalin lam ting nguy co dan d&n hanh vi va suy nghi tu 1.
Thudc cé nguy o gay phit ngoai bién. Than trong khi phéi hop pregabalin va thudc tri tiéu dudng
thiazolidinedion, cac thudc gay phii khac ting nguy cd ting can va suy tim sung huyét.

Thudc c6 kha nang gay chéng mat, buén ngd. Than trong d6i véi ngudi 1i xe va van hanh may moc.
Thuéc cé thé gay anh hudng dén thi Iuc, cin bao ngay cho Bac sinéu c6 thay d8i vé thi gidc xay ra
khi dung pregabalin,

Bao cao ngay cho Bac si khi ¢é cac triéu chiing nhu dau co, mdi cg, déc biét c6 kém theo s6t. Ngling
didu tri bing pregabalin ngay khi c6 nghi ngd chan doan bénh ca hodc ndng dé creatinin kinase
Cao xay ra.

Sy an toan clia pregabalin ddi véi tré em chua dugc tim thay.

DGi v&i ngudi gia = 65 tudi, cac phan tng bt Igi vé than kinh thudng xay ra han: Chéng mét, mat
md, réi loan thang bing, run, r6i loan tam trang, th o,

Thudc c6 chda mannitol, ¢6 thé cé tac dung nhudn trang nhe.

SU DUNG THUGC CHO PHY NT €6 THAI VA CHO CON BU

Phu niil ¢é thai

Chufa 6 nghién citu ddy du trén phu nit mang thai. Tuy nhién cac nghién ctu trén chudt va tho cho
théy: Ting ti 1& bat thudng cdu tric bao thai va cac biéu hién doc tinh bao gém: Gay chét, cham
phat trién, suy gidm chiic ndng than kinh va hé théng sinh san. Chi diing cho phy nif mang thai khi
I fch mang lai cho ngudi me rd rang quan trong hon nhing kha néng rdiro ¢6 thé x3y ra cho thai
nhi.

Phu ndi cho con by

Chuta c6 nghién cliu rd rang thudc c6 bai tiét qua stia khdng, tuy nhién viéc thudc dugc tim thay
trong sita chudt ciing nhu nhiing nguy co anh hudng dén bao thai da dugc nghién cliu trén chudt,
do vay can nhic viéc ngimng thudc hodc ngling cho con b,

ANH HUGNG COA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thudc ¢ kha nang gy chéng mat, bubn ngd, do d6 céan sit dung thén trong & ngudi lai xe, van
hanh may méc va ngudi lam viéc trén cao.

TUONG TAC, TUONG KY CUA THUGC

Do pregabalin dugc thai trir chli yéu qua nudc tidu & dang chua chuyén hda, mét lugng khong
dang ké dugc chuydn héa (< 2 % ctia lidu diing dugc tim théy trong nudc tiéu 8 dang chuyén héa),
khong gén vdi protein huyét tuang, vi vay hdu nhu pregabalin khong tham gia vao tuong tac dugc
d6ng hoc dang ké. Dac biét khong c6 tuong tac dong hoc gitfa pregabalin va cac thudc chdng
déng kinh sau: Carbamazepin, acid valproic, lamotrigin, phenytoin, phenobarbital, topiramat va
cac thude chéng dong kinh thudng sif dung khéc.

St dung déng thdi pregabalin da liéu clng vdi oxycodon, lorazepam, hodc ethanol khéng ¢6




PR U

tuong tac duge déng hoc nhung tac déng ngoal ¥ trén nhan thic va chiic ndng van déng da duoc
{im thay. Khéng c6 tac dong lam sang quan trong lién quan dén hd hap.

TAC DUNG KHONG MONG MUON CUA THUSC

Thuong gdp, ADR > 10/100

Tim mach: Phii ngoai vi.

TKTW: Chéng mit, ngd ga, mat diéu van, dau dau.

Hé tiéu hoéa: Tang can, khé miéng.

Hé ca - xuong: Run ¢a.

Mat: Nhin mg, song thi.

Khac; Nhidm khuén.

ftgcip, 1/100 < ADR < 10/100

Tim mach: Dau nguc, phi.

TKTW: Viém day thén kinh, suy nghi bat thudng, mét mai, 14 13n, sang khodi, r6i loan ngén ngt, i
loan cht ¥, mat phéi hgp dong tac, mat/gidm trf nhd, dau, chéng mit, cam giac bt thuong/gidm
cam giac, lo [dng, trdm cdm, mét dinh hudng, ngd lim, s&t, mat nhan cach, tdng truong Iyc co, trang
théi li bi, stng s& hodc kich dong.

Da: Phi mat, vé&t tham tim, nguia.

Noi tiét va chuyén héa: U dich, gidm glucose huyét.

Da day - rudt: Tao bon, thém &n, ddy hoi, nén, dau bung, viém da day - rudt.

Sinh dyc - tiét niéw: Tiéu nhiéu va tidu khong ty chd, mat khoai cam, giam tinh duc.

Mau: Giam tiéu cdu.

Co - xuang: R6i loan thang bing, déng di bat thuding, yéu co, dau khdp, giét cg, dau fung, co thit
d, giat rung cg, di cdm, tang creatin phosphokinase, chudt rat, dau cg, nhugc ca.

Mat: Réi loan thi gidc, giam thi luc, rung giat nhan cau, viém két mac.

Tai: Gidam thinh luc.

Hé hap: Viém xoang, khé thd, viém phé quén, viém hong - thanh quan.

Khac: Hoi chiing gid cm, phan tng di ting.

Hiém géip, ADR < 1/100

Ap-xe, suy than cép, lé thudc thudc, kich déng, albumin niéu, phan tng phan v&, thi€u mau, phit mach,
r8i loan ngdn ngt, viém da day, ngling thd.

Théng bdo cho Bdc s nhiing tdc dung khéng mong mudn gdp phdi khi sit dung thude.

QUA LIEU VA CACH XU TRI

- Cac nghién ctiu [am sang vé qua liéu con han ché. Truding hgp qua liéu dugc béo céo cao nhat la
8000 mg va khong ¢d tac ddng lam sang nao dang chid y.

-Khong c6 thudc giai ddc dac hiéu cho pregabalin. C6 thé tign hanh loai bo thudc khong dugc hap
thu bing cach gay nén, rda da day, quan sat duy tri dudng thd, tinh trang 1am sang bénh nhan. Mac
du thdm phan mau khong dugc thuc hign & mét s8 truding hgp, ¢6 thé dugc chi dinh tiy vao tinh
trang bénh nhén hodc d6i véi bénh nhan ¢é sy suy gidm chic ndng than rd rét. Qua trinh thdm
phén mau cé thé logi bd xdp xi 50 % pregabalin trong 4 gid.

DUGC LYC HOC

Nhom diéu tri: Thudc chéng dong kinh

Ma ATC: NO3AX16

Pregabalin 13 mot dén xuét cla chét Gc ché dan truyén thén kinh acid y-aminobutyric (GABA). Ca
ché& tac dung chinh xac clia pregabalin chua dugc gidi thich ddy da. Tuy nhién két qué nghién ciu
trén chudt, va chat cé ciu tric tuong ty véi pregabalin (gabapentin) cho théy: Pregabalin c6 ai luc
cao vdi tiéu don vi a,-6 tai kénh calci phy thugc dién thé trong cac mo thén kinh trung uang, tham
gia tc dong gidm dau va chdng co giat, lam gidm sy phong thich cac chat dan truyén than kinh
phu thudc calci, cd thé do diéu chinh chitc ndng kénh calci.

Pregabalin méc dit ¢ cau tric tuong ty GABA, nhung nd khong gan truc tiép vao cac thu thé
GABA,, GABA, hay thy thé benzodiazepin, khong lam téng dap tng GABA, trén cac noron nudi cdy,
khéng lam thay d6i néng 66 GABA & ndo chudt va khong anh hudng ngay dén sy tao thanh va
phan hity GABA. Tuy nhién, st dung pregabalin kéo dai trén cac naron nuéi cdy lam téng mat do

protein van chuyén GABA va tang t6c d6 van chuyén GABA. Pregabalin khong chen kénh calci,
khéng c6 tac dung vdi thy thé opioid va khéng lam thay déi hoat tinh chia enzym cyclooxygenase.
N6 ciing khéng c6 tac dung vai thy thé serotonin va dopamin, khdng tic ché sy tai tao dopamin,
serotonin hodc noradrenalin.

DUGC BONG HOC

Hap thu

Sau khi udng vién nang pregabalin lGc d6i, dat néng do dinh trong huyét tuong sau 1,5 gid.
Sinh kha dung dudng udng ctia pregabalin khodng 90 % va khéng phuy thudc vao lidu dung.

Sau khi theo déi vé viéc st dung liéu duy nhat 25 mg - 300 mg va da liéu 75 mg - 900 mg/ngay
cho thély: Néng d6 t6i da trong huyét tuong va dién tich dudi duding cong 6 gid tri tang tuyén tinh.
Sau khi diing 13p lai thi trang théi 6n dinh dat duac sau 24 - 48 gio.

Téc d6 hap thu ctia pregabalin giam khi diing chung véi thitc &n, € _gidm khoang 25 - 30 %, kéo
dai T, khoéng 3 git. Tuy nhién khong lam thay déi téng hép thu cla pregabalin. Do d6 thic an
khéng ¢6 a3nh hudng 1am sang dén muc d6 hap thu cOa pregabalin.

Phéan bé

Pregabalin khdng gén két véi protein huyét tuong. Thé tich phan bé ciia pregabalin sau khi uéng
xap xi 0,5 L/kg. Pregabalin 12 mét co chét cho hé théng van chuyén céc acid amin 16n qua hang rao
mau nao. Mac di khong cé s liéu & ngudi, pregabalin da dugc chiing minh qua hang rao mdu nao
& chudt va khi. Ngoai ra, pregabalin da dugc chiing minh qua nhau thai & chuét va hién dién trong
sita clta nhiing con chudt dang cho con b,

Chuyén héa

Pregabalin dugc chuyén hoa khong dang ké trong co thé ngudi. Sau khi diing pregabalin duge
dénh ddu phdng xa, khoang 90 % duoc tim thdy trong nudc tiéu I pregabalin & dang chua chuyén
héa. Cac dan xuat N-methyl hoa ctia pregabalin, chat chuyén héa chinh clia pregabalin dugce tim
théy trong nudc tiéu, chiém 0,9 % liéu ding.

Trong cac nghién cu tién [am sang, khong c6 dau hidu nao vé sut bién déi pregabalin déng phan
ta truyén thanh déng phan hiu truyén.

Thai trdr

Pregabalin dugc loai bo khoi hé tudn hoan chi yéu qua than dudi dang khéng &6i, véi thai gian ban
thai trung binh 1a 6,3 git d6i voi ngudi ¢ chiic nang than binh thudng tinh 13 67,0 - 80,9 mL/phut
trén d6i tuong khde manh. Thanh thai pregabalin huyét tuong va thanh thai than ty Ié thuan vai
thanh théi creatinin. Diéu chinh liéu trén cac bénh nhan gidm chic ning than hodc thdm tach mau
12 cdn thiét.

DAU HIEU LUV ¥ VA KHUYEN CAO KHI DUNG THUSC

Khong nén diing thuéc qué han (c6 ghi rd trén nhan) hay khi c6 su nghi ngé vé chét fugng thudc.
Boc ky hudng dan st dung truSc khi ding. Mudn biét thém thong tin, xin hdy hdiy kién ciia Bdc sThodic
Dugcsi.

QUY CACH DONG GOI

HOp 3 vix 10 vién, cé kém t& hudng dan st dung.

DIEU KIEN BAO QUAN

Ngi kho thoang, tranh dnh sang, nhiét d6 khong qua 30 °C.

HAN DUNG: 36 thang ké tif ngay san xuat

TIEU CHUAN CHAT LUONG: TCCS

Ngédy xem xét stfa d@6i, cGp nhdt ndi dung hudéing dén sit dung thudc: 20/10/2021

Co's6 sén xudt
CONG TY €O PHAN DUQC DANAPHA
253 Dang SiThanh Khé, Quan Thanh Khé, TP. Da N8ng, Viét Nam
Tel: 0236.3760130/0236,3760131 Fax:0236.3760127
Email: info@danapha.com
Va phan phéi trén toan quéc




