Thuéc nay chi ding theo don thuéc
Poc ky hudng dan sirdung trudc khi diing - D& xa tam tay tré em

TEN THUGC: DALYRIC

THANH PHAN: Méi vién nang cing chua
Thanh phan hoat chat

Pregabalin
Thanh phan ta dugc

Pregelatinized starch, povidon K30, mannito
DANG BAO CHE: Vién nang ciing s6 2, tron bong,
CHI BINH: Trong cac truding hgp

- Pau thén kinh lién quan dén bénh than kinh n
- Dau thén kinh sau herpes.

- Piéu trl b8 trg déng kinh cuc bo & ngudi 16n.
- Diéu tr] h¢i chiing dau cd xo hda.

LIEU DUNG - CACH DUNG

Liéu khi dau dé nghj véi pregabalin 1a 75 mg x 2 I4n/ngay (150 mg/ngay), ciing thic an hoac
khéng. Trén cac thl nghiém lam sang, hiéu qua clia pregabalin dugc ching minh trén bénh nhan

75mg

|, talc, Aerosil, vé nang cing 562"
lanh [3n, chifa bot thudc mau trang.

goal bién & ngudi bénh tiéu duang.

duing liéu tir 150 - 600 mg/ngay. Véi phan lon bénh nhan, liéu 150 mg chia 2 1dn/ngay la liéu téi uu.

Hiéu qua ctia pregabalin dugc thay rd trong tudn dau tién. Tuy nhién, tiy theo dép ung cla ting
cé thé va su dung nap, liéu dung c6 thé tang lén 150 mg chia 2 1n/ngdy sau khodng thai gian
3-7 ngay, v néu can, c6 thé ting dén liéu t3i da 300 mg chia 2 1n/ngay sau tuan ké tiép.

Pau than kinh sau herpes

Liéu bat d4u 75 mg x 2 14n/ngay, c6 thé ting liéu 1én 300 mg/ngay trong vong 1 tudn tuy vao higu
qua va kha nang dung nap thuéc, chia lam 2 - 3 1dn mdt ngay. Bénh nhan khong dap ung da khd
nang gidm dau sau 2 - 4 tudn diéu tr|véi 300 mg/ngay ¢ thé tang liéu t&i da 600 mg/ngay, chia lam
2-3 Ian mot ngay.

Diéu tri bd trg ddng kinh cucbd & ngudilén

Liéu tir 150 - 600 mg dugc cho thay c6 hiéu qua trong tac dong diéu trj bé trg ddng kinh cuc bo &
ngudi 1on. Liéu bat ddu tir 150 mg chia lam 2 1dn/ngay, tuy vao dap ung va dung nap clia ting
ngudi, c6 thé tang lén dén liéu t8i da 600 mg/ngay, chia lam 2 -3 Idn/ngay.

Diéu tr| hdi chiing dau cd xo héa

Liéu bit d4u 75 mg x 2 14n/ngay, cé thé tang lén 150 mg x 2 ldn/ngay trong vong 1 tuén tuy thudc dap
{ng va dung nap cia bénh nhan. C6 thé tang liéu lén 300 mg/ngay trong vong 1 tudn, difa trén hiéu
qua va kha nang dung nap thudc, chia lam 2 1&n mét ngay. Liéu t8i da 450 mg/ngay chia lam 2 (dn.

- Diéu chinh liéu & ngudi suy gidm chirc nang thdn

£ thanh thai creatinin (Cler) 2 60 mL/phdt: 150 mg/ngay, 300 mg/ngdy, 450 mg/ngay hodc
600 mg/ngay, chia lam 2 - 3 [an mot ngay.

D6 thanh thai creatinin (Cler) 30 - 60 mUphat: 75 mg/ngay, 150 mg/ngay, 225 mg/ngay,
300 mg/ngay, chia lam 2 - 3 1dn mot ngay.

D4 thanh thai creatinin (Cler) 15 - 30 mU/phut: 25 - 50 mg/ngay, 75 mg/ngay, 100 - 150 mg/ngay,
150 mg/ngay, dung liéu duy nhdt hoac chia lam 2 1dn mdt ngay.

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

e

-Ddivéibénh nhan chay than nhan tao: Ngoal viéc diéu chinh |iéu hang ngay dya trén chic nang

thin, dung mét lidu bs sung ngay lap tu than nhdn tao
D&ivéi benh nhan dung liéu dSy’rl\h.;: m;:::;:g?n?;déti; mot liéu b4 sung 25 mg hodc 50 mg.
BGivéibénh nhan dung liéu duy nhat mot ngay 25-50 m.goang motliéu bé sung S0 mg hodc 75 mg.
6l vai benh nhan dng liéu duy nhit mét ngdy 50 - 75 mg: Dling Mot liéu b8 sung 75 mg hodc
100 mq, i ’

D31 v6ibénh nhan diing liéu duy nhat motngdy 75 mg: Ding mot liéu bd sung 100Mg hoac 150 mg.
CHONG CHI DINH ) '

Man cam vei pregabalin hay véi bt cif thanh phén no cda thudc.

g‘\"" BAO VA THAN TRONG KHI DUNG THUGC

tr::; ::ﬂh ;;‘:‘ng ‘:‘56“:5 hong) c6 thé xdy ra, nguy hai dén dudng ho t\5p de doa th:)h ivlnaangi;th':fa':

94p phai. 9 Phoi hap vi cac thudc ¢6 nguy co gay phu. Ngung U dung pregabalin ngay

Phan L'mg') qud man (phét ban, mun nudc, the khd khe),

'I“g.ung surdung dotngt pregabalin ¢6 thé din dén cac trigu ching mét ngu, buén nén, nhtic déu,

Oiau, tiéu chéy, tang diéu tiét mé hdi va ting tan s6 con déng kinh déi véi bénh nhan bj rél loan co

$h3l:;5f:2hm'g St:icl!ung Pregabalin bang cch gidm liéu tir tU trong vong It nhat 1 tudn. o

Thuéc Cé?g eng ‘.(mh' t.’a° géf“ pregabalin 1am tang nguy co din dén hanh viva suy .n‘ghl tuy el

lhlazolidini:);m géay ph? rava) b'_é”'Thé" trong khi phéi hgp pregabalin va thudc tr] tiéu duding

Thudc cd kha n;;\c cathuot: G p_!hu kr,‘éc '3'_'19 nguy cd ting can va suy tim sung huyét.

e c6 thi nan9 gay chéng mat, bun ngi Than trong di v6i nguai i xe va van hanh may mac.
; 93y anh hudng dén thi luc, cén bao ngay cho Béc sTnéu c6 thay ddi vé thi gidc xdy ra

khi diing pregabalin. i

Bao cdo ngay cho Bac si khi co cac trigu chiing nhi dau co mdi o, dic biét ¢6 kém thea sét. Ngimg

iéu tri bing pregabalin ngay khi co nghi ngd chdn doén bénh ca hodc néng db creatinin kinase
cao xdy ra, ¥ ? :

Sy an toan cuia pregabalin ddi véi tré em chua dugc tim thdy.

pél vcjl ngudi qlé 2 65 tudi, cc phdn Ung bt 1gi vé than kinh thuding xay ra han: Chéng mat, mit
md, réi loan thing bang, run, rdi loan tim trang, tha o, ‘
Thudc ¢6 chifa mannitol, c6 thé ¢6 tac dung nhuan trang nhe.

SU DYNG THUGC CHO PHU NU' €6 THAI VA CHO CON BU

Phu nit cé thai

Chuacéd nghlé.n ct'ru ddydu tr?n phu nimang thai. Tuy nhi¢n cic nghién ctu trén chudt va thé cho
thdy: Tang tl 1& bét thudng cdu tric bao thal va cac biéu hien déc tinh bao gém: Gay chét, cham
phét trién, suy gldm chitc ndng thén kinh va hé théng sinh san. Chi dung cho phy nit mang thai khi

Iqtl“(ch mang lal cho ngui me rd rang quan treng han nhimg kha nang rdi ro cé thé xay ra cho thai
nhi,

Phu nit cho con b

Chua ¢6 nghién clfu 16 rang thudc cd bai tiét qua sifa khdng, tuy nhién viéc thudc dugc tim thiy
trong sifa chudt cing nhu nhiing nguy co dnh hudng dén bao thai da dugc nghién cdu .trén chubt,
do vay can nhic viéc ngiimg thuéc hodc ngimg cho con b,

ANH HUONG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thudc ¢6 khd nang gay chéng mat, budn ngl, do d6 ¢én sif dung than trong & ngudi 14i xe, van
hanh mdy méc va ngudi lam viéc trén cao. '
TUONG TAC, TUONG KY CUA THUGC

Do pregabalin dutgc thai trir chd yéu qua nudc tiéu & dang chua chuyén héa, mot Iugng khang
dang ké dugc chuyén hoa (< 2% clia liéu diing dugc tim thdy trong nudc tiéu & dang chuyén héa),
khang gan vdi protein huyét tuang, vi vdy hiu nhu pregabalin khong tham gia vao tuang tac dugc
déng hoc dang k&. B3c biét khéng cé tuong tac ddng hoc gilfa pregabalin va céc thude chdng
doéng kinh sau: Carbamazepin, acid valproic, lamotrigin, phenytoin, phenobarbital, topiramat va
céc thude chéng dong kinh thudng st dung khdc.

Su dung ddng thai pregabalin da liéu cing véi oxycodon, lorazepam, hodc ethanol khong c6




tuong tac duge ddng hoc nhung tac 4909 N0y trén nhan thie va chye
tim thay. Khang c6 tac dong lam sang quan trong lién quan dén ha hsp,
TAC DUNG KHONG MONG MUGN CUATHUGC
Thudng gdp, ADR > 10/100
Tim mach: Phi ngoai vi.
TKTW: Chéng mat, nga ga, mat diéu van, dau ddu.
H& tiéu héa: Tang can, khd miéng.
Hé co - xuong: Run co.
Mat: Nhin mg, song thi.
Khac: Nhiém khudn.
It gdp, 1/100 <ADR < 10/100
Tim mach: Dau ngyc, phu. .
TKTW: Viém ddy thén kinh, suy nghi bat th.tléng, MEtmol, 1d 1an, sdng khodl, réi loan nadn nad
e, A mat/gidm tri nhé, dau, Pl L
loan cht , mt phéi hgp déng tac, .M. dau, chong mit, cam giac bt thuding/giam
cdm gic, lo 13ng, trém cdm, mat dinh hudng, ngu lim, sét, mat nhan cach, tang truong Iyc g, tran,
thai Il bl, sing s& hoac kich dong. coe
Da: Phis mat, vét tham tim, ngua.
NGi tiét va chuyén héa: U dich, gidm glucose huyét.
Da day - ruét: Tao bén, them an, dé}t hoi, ndn, dau bung, viém da day - rust,
Sinh duc - tiét niéu: Tiéu nhiéu va tiéu khong tu chi, mat kho4i cam, gidm tinh duc.
Mau: Gidm tidu cu.
Co - xuong: R8I loan thang bdng, déng di bat thuding, yéu co, dau khdp, giat co, dau lung, co thit
ca, gist rung ca, di cam, tang creatin phosphokinase, chuét rit, dau co, nhugc ca. '
Mét: RGi loan thi gidc, gidm thiluc, rung gidt nhan cu, viém két mac.
Tai: Gidm thinh lyc.
H6 hap: Viem xoang, khé thd, viém phé quan, viém hong - thanh quan.
Khéc: Hoi chung gid cdm, phan dng dj ing.
Hiém gdp, ADR < 1/100
A_p-xe, suy than célp, 18 thudc thudc, k‘[ch déng, albumin ni¢u, phan ing phin vé, thiéu méu, phumach,
r6i loan ngén ngd, viém da day, ngung thé,
Théng bdo cho Bdc sinhimg tdc dung khéng mong muén gdp phdi khi sitdung thuéc.
QUA LIEU VA CACH XU TRI
- Cac nghién ciu 1dm sang vé qud lidu cdn han ché, Truding hgp qué liéu dugc bao cdo cao nhit 13
8000 mg va khéng cé téc ddng lam sang nao déng chuy.
- Khéng c6 thudc gidi dgc dac hiéu cho pregabalin, C6 thé tién hanh loai b thudc khéng dugc hip
thu bang cach gay nén, rifa da day, quan sat duy tri dudng thd, tinh trang lam sang bénh nhan. Mic
di tham phén mdu khéng dugc thuc hign & mot s6 truding hop, ¢é thé duac chi dinh tuy vao tinh
trang bénh nhan hodc déi véi bénh nhan c6 sy suy gldm chic nang than rd rét. Qua trinh tham
phan méu c6 thé loai bé xdp xI 50 % pregabalin trong 4 gid.
DUQC LYC HOC
Nhém diéu tri: Thude chéng dong kinh
Ma ATC: NO3AX16
Pregabalin la mdt dan xudt cta chdt tc ché din truyén thin kinh acid y-aminobutyric (GABA). Co
ché tac dung chinh xac cta pregabalin chua dugc gidi thich ddy du. Tuy nhién két qua nghién cdu
trén chut, va chét c6 cu tric tuang tu vdi pregabalin (gabapentin) cho thdy: Pregabalin cé 4l lyc
cao vdi tiéu don v a,-6 tal kénh calci phy thugc dién thé trong cac m thdn kinh trung uong, tham
gia tac ddng gidm dau va chéng co gidt, 1am gldm su phéng thich cac cht dan truyén than kinh
phu thudc calci, ¢ thé do diéu chinh chic nang kénh calci.
Pregabalin mac di €6 cdu tric tuang ty GABA, nhung né khéng gdn trc tiép vao cac thy thé
GABA,, GABA, hay thu thé benzodiazepin, khdng lam tdng dép iing GABA, trén céc noron nudi cdy,
khdng lam thay ddi néng d6 GABA & nao chudt va khéng anh hudng ngay dén sy tao thanh va
phén hiiy GABA. Tuy nhién, st dung pregabalin kéo dai trén cdc noron nubi cdy lam ting mat do

nang van dong da dugc

e e

ol

Icl,
= . abalin kheng chen kP €2
protein van chuyén GABA va tang t&c dd vin chuyén GABA. Pred i c,:‘;"?‘ z;daoxygendier

khong c6 tdc dung vai thu thé opiold vi khong lam thay dél hoal:‘:‘: cu‘c ché sy tai tao dopamin,
N6 ciing khong c6 tac dung véi thy thé serotonin v dopamin. KARRD

serotonin hodc noradrenalin,

DUQC DONG HOC

Hap thu

Sau khi uéng vién nang pregabalin luc déi, dat n6ng do dl
Sinh kha dung dudng udng cua pregabalin khodng 90 % vakh Agngs
Sau khi theo déi vé viéc sir dyng liéu duy nhét 25 mg - 300 g cong ¢
cho thdy:Néng dé tdi da trong huyét tuong va dién tich dudi duerr;g

Sau khi diing I3p lai thi trang thai 6n djnh dat dugc sau 24~ ’45 gl c {3m khoang 25 - 30 %, kéo
Téc A% hdp thu clia pregabalin gidm khi ding chung vdi thic an, "“-‘ag regabalin. Do d6 thuc an
dai T khoang 3 gid. Tuy nhién khéng 1am thay d6i téng hp thu cia P
khang c6 4nh huéng I3m sang dén mic 4 hap thu ciia pregabalin:

Phéan b6 . u khi uén
Pregabalin khdng g4n két véi protein huyét tuong, Thé tich phan bé cta izraeg‘al:fl‘g: ;?Ja hing ré(g)
x8p X1 0,5 Ukg. Pregabalin 13 mot ca chit cho hé théng van chuyén cacac el i e
mau nao. Mic dis khong c6 s6 lidu & nguai, pregabalin da dugc ching min hq ath RI&H digi trong
& chudt va khi. Ngoaira, pregabalin d3 dugc ching minh qua nhau thai & chuc i

sita ctia nhing con chudt dang cho con bu.

Chuyén héa

Pregabalin dugc chuyén héa khéng dang ké trong cd thé n
dénh ddu phéng xa, khodng 90 % dugc tim thay trong nudc ti
héa. Cac dan xudt N-methyl héa cla pregabalin, chat chuyén héa ¢
thdy trong nudc tiéu, chiém 0,9 % liéu dung, ,
Trong cac nghién cuu tién 13m sang, khang c6 dsu hiéu nao vé su bién déi pregabalin dong phan
ta truyén thanh déng phan hiu truyén.

Thai trur

Pregabalin dugc loai bé khéi hé tudn hodn chi yéu qua than dudi dang khong déi, vai thai glan ban
thal trung binh la 6,3 gi¢r d&i vai ngual cé chirc nang than binh thuang tinh 13 67,0 - 80,9 mL/phit
trén di tugng khoe manh. Thanh thai pregabalin huy&t tuong va thanh thai than ty 18 thuan voi
thanh thai creatinin. Diéu chinh liéu trén cic bénh nhan gidm chifc ndng than hodc tham tich mau
14 cén thiét.

DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUGC

Khéng nén duing thudc qué han (cb ghi rd trén nhan) hay khi c6 su nghi ngd vé chat lugng thudc.
Doc ky huéng ddn s dung truéc khi dang. Mugn biét thém théng tin, xin hdy hdi y kién cda Bdc
sT hodc Dugc si.

QUY CACHBONG GOI

Hop 3 vix 10 vién, ¢ kém t& hudng din st dung,

PIEU KIEN BAO QUAN

Noi khé thoang, tranh dnh sdng, nhiét d¢ khéng qué 30°C.

HAN DUNG: 36 thang ké tif ngdy sin xuit

TIEU CHUAN CHAT LUQNG: TCCS

Ngdy xem xét sifa 48, ¢cdp nhdt néi dung hutmg ddn st dung thuéc: 20/07/2023

nh trong huyét tuong sau 1,5 gio.

dung.
hu thudc vao lléu
ok P éu75mg- 900 mg/ngay

6 gidtritang tuyén tinh.

gudi. Sau khi dung pregabalin du?c
&u |3 pregabalin ddang chua chuyén
hinh cta pregabalin dugc tim

Co'sé'sdn xudt
CONGTY €O PHAN DUQC DANAPHA
253 Dang SiThanh Khé, P. Thanh Kha Tay, Q. Thanh Khé, TP. D3 Ndng, Viét Nam
Tel: 0236.3760130/0236.3760131 Fax: 02363760127
Emall:info@danapha.com
Va phdn phéi trén toan quéc




