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THONG TIN KE TOA: PREGABALIN
HAM LUGNG VA DANG BAO CHE: M&i vién nang chifa 75 mg, 150 mg pregabalin. CHi DINH pIEU TRI: Dau thdn kinh cho ngudi 16n, liéu phap
b8 trg & ngudi I6n trong dong kinh cuc bd, cé hodc khong kem theo dong kinh todn b thir phat, rdi loan lo au lan tda, dau co xo héa. LIEU
DUNG VA CACH SU DUNG: pregabalin co thé udng cling thic &n hoiic khong. Dadihan Aol digu trj v6i pregabalin co thé bat ddu vdj liéu
150mg mdi ngay. Tuy theo dap (g va sy dung nap clia tiing cé thé, liéu dung Lo-the g/ngy sau khoang thdi gian 3-7 ngay, va
néu cdn, c6 thé ting dén liéu toi da 600mg/ngay sau khodng 7 ngay diéu tri \HaN iBY\thong thudng voi hau hét bénh nhan 1a
tir 300mg dén 450mg/ngay dugc chia 1am 2 14n. Mot s6 bénh nhan diéu tri fiéy qua m g(ﬁ_ﬂ‘éu 606 /ngay. Liu khdi ddu 12 75mg x 2 1an/
ngdy va c6 thé tang I1&n liéu 150mg x 2 14n/ngdy trong vdng 1 tudn tly the \ i u[%aﬁ?%m@ @p. Ddng kinh: diéu trj voi pregal‘alin c6
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thé bat ddu véi lidu 150mg mbi ngay. RGi loan lo 4u lan tda: diéu trj pregabal By 50mg/ngay. Dya trén d4p @ng va dung

nap cla tiing bénh nhan, c6 thé tang liéu t6i 300mg/ngay sau 1 tudn diéu t ! &G A tudn lidu dung co thé ting t6i 450mg/

ngay. Liu dung t6i da 600mg/ngay c6 thé dat dugc sau 1 tudn diéu trj thém. Diwg thude che fré ' gl va thigu nién (12-17 tudi): Sy an toan va

hiéu qua clia pregabalin cho tré em dudi 12 tudi va thiu nién chua dugc thiét 1ap. Khaéag tungAhudc cho tré em. Dang thudc trén cdc bénh

nhan suy gan: khong cdn chinh liéu trén céc bénh nhan suy gan. Dang thuéc cho ngudi cao tudi (trén 65 tudi): ngudi cao tudi c6 thé cdn gidm

lidu pregabalin do gidm chitc ndng than. Bénh nhén suy thén: giam liéu Wﬁﬁ@mﬂhan tn thudng chiic nang than phai tuy theo ting c
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nhén va theo hé sd thanh théi creatinine (Clcr). s
Diéu chinh liéu pregabalin theo chiic nang thén ,r/ , T .
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v LiBu bé trg sau thdm téch méu (mg)**
Bénh nhan dung liéu don 25 mg/ngay: dung thém mdt liéu b8 sung 25 mg hodc 50 mg
B&nh nhén dung liéu don 25-50 mg/ngay: ding thém mot lidu b§ sung 50 mg hodc 75 mg
B&nh nhén dung liéu don 50-75 mg/ngay: dung thém mot liéu bd sung 75 mg hodc 100 mg ' /
Bénh nhan dung liéu don 75 mg/ngay: dung thém mét lidu b3 sung 100 mg hoc 150 mg . ke e ?)
TID = Chia 3 liéwngay BID = Chia 2 liu/ngay QD = Lidu don/ngay ’ (/O’ 9/0/"
* Tong liéu hang ngay (mg/ngay) can chia nhu dugc chi dinh béi ché d liéu dé cung cap mg/liéu. A / /{
** | i8u b6 trg 12 lidu don b6 sung g

CHONG CHI PINH: Qua min v6i hoat chét hodc bdt ky ta dugc nao clia thuSc. CANH BAO VA THAN TRONG DAC BIET KHI SU DUNG: C4c bénh
nhan vdi cac bénh Iy di truyén hi€m gap vé dung nap galactose, thi€u enzyme Lapp lactase hoic kém hdp thu glucose-galactose khdng nén ding
thudc nay, mdt s6 bénh nhan tiéu dudng ting can khi dung pregabalin cé thé c4n diu chinh viéc diing cac thuSic ha duting huyét. Trong kinh nghigém
sif dung héu mdi dd co bdo cdo v& phan (ing qua man, bao gdém phi mach. C4n ngung sl dung pregabalin ngay néu co trigu chimng phu mach, nhu
phit mat, phii quanh miéng. Diéu trj bing pregabalin thubng xdy ra chéng mét va budn ngi, c6 thé ting nguy co xy ra céc tai nan chan thuong (ngd)
& ngudi cao tubi. B c6 cac béo cdo sau khi Iuu hanh thudc vé mét y thitc, 1 1n, va sa sit tinh thdn. Do vy, b&énh nhan dugc chi din cdn than trong
cho d&n khi quen vdi cdc &nh hubng clia thuSc. DA c6 béo cdo vé nhin md thodng qua va mdt s6 thay ddi thi luc khac trén bénh nhan ding
pregabalin. Ngung dung thudc c6 thé gi&i quyét hodc cai thign cac trigu chifng thi lyic ndy. Sau khi ngung thudc trong diéu tri ngin han va dai han véi
pregabalin céc ddu hiu sau khi ngiing thudc dugc quan sat trén mot s bénh nhan. Céc tac dung dugc nhdc dén gdm: mét ngd, dau ddu, bubn ndn
va tidu chdy. Mic du anh hubng clia vigc nging thuc trén suy than tdi phyc hdi chua duge nghién ciiu mot céch c¢6 hé théng, chic ndng than cai
thign sau khi ngitng hodc gidm liéu pregabalin dugc bao cdo. Mac du chua xdc dinh mdi quan hé nhan qué clia viéc ding pregabalin va bénh suy tim
sung huy8t nhung c6 mdt s6 béo céo hau mai vé suy tim sung huy&t trén mdt s6 bénh nhan dung pregabalin. Do dif liéu trén cdc bénh nhdn suy tim
sung huyét ning con han ché, cdn than trong khi dung pregabalin trén cac bénh nhan nay. TUGNG TAC V61 CAC THUGC KHAC VA CAC DANG
TUONG TAC KHAC: pregabalin dugc thai trif chinh qua nudc ti€u & dang chua chuyén héa, mdt lugng khong dang ké dugc chuyén hoa (<2% ciia liéu
dung dugc tim thdy trong nutc tiéu & dang chuyén hoéa), khdng irc ché chuyén héa thudc trong 8ng nghiém (in vitro), va khong gin véi protein huy&t
tuong, pregabalin khéng tao ra tudng tac, hodc bi tuong tac dugc ddng hoc. Cac nghién citu in vive, khéng quan sat thay tuong tac dugc dong hoc lam
sang gilta pregabalin véi phenytoin, carbamazepine, valproic acid, lamotrigine, gabapentin, lorazepam, oxycodone hodc ethanol. Danh gid dugc dong
hoc d6i tugng da chi ra riing cac thufc diéu tri tifu dubng dung duding udng, cac thudc Igi tiéu, insulin, phernobarbital, tiagabine va topiramate, khdng
¢6 &nh hung 1am sang déng ké nao dén thanh thai pregabalin. Ding chung pregabalin véi cac thudc tranh thai dudng ung norethisterone va/hoic
ethinyl oestradiol khdng anh hubng d&n sy 6n dinh vé dugc dong hoc clia ca 2 loai thudc. SU DUNG CHO PHY NU CO THAI VA THOI KY CHO CON BU:
" Phy nif cd thai: chua c6 cac dif lidu ddy dii vé dung pregabalin trén phy nit ¢ thai. Phy nif cho con bu: chua biét dugc pregabalin c6 bai tiét qua sifa
ngudi hay khdng; tuy nhién, thudc co xudt hién trong siia chudt. Do vay, khdng dugc nudi con bing sita me khi dang diing tri lidu v6i pregabalin.
ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC: pregabalin c6 thé gdy chéng mat hoic budn ngii va do vay co thé &nh hubing t6i
kha ndng lai xe hodc sl dung may méc. B&nh nhan dugc khuyén khdng nén l4i xe, vAn hanh may phiic tap hoic tham gia céc hoat dong mao hiém
khac cho dén khi xac dinh dugc thufc c6 Anh hubng dén viéc thyc hign cdc dong tac nay khong. TAC DUNG KHONG MONG MUDN: céc téc dung
khong mong mudn thuding gap nhat dugc bao cdo gém chong mat va budn ngil. Cac tac dung khong mong mudn thudng & mic do nhe va vifa. Trong
tat ca cac nghién cifu co kiém soat, 1y I8 ngung ding thudc do cac tac dung khéng mong mudh 12 14% vdi cac bénh nhan dung pregabalin va 5% véi
cac bénh nhan dung gid duge. Ngoai ra, con cd thé gip céc tac dung khdng mong mudn khac. [t gip: viém miii hdu, ting cdm gidc ngon miéng, ting
ham mu@n tinh duc, r6i loan thdng béing, nhin my, tang thinh lic,.. Hiém gdp: gidm bach clu hat trung tinh, chiing kh6 viét, sung huy&t miii, kho
nudt,.. QUA LIEu: trong trudng hgp qua liéu d&n 15 g, khdng cé tac dyung khéng mong mudn nao dugc béo cdo. THOI HAN su DUNG VA BAO QUAN:
han diing 36 thang ké tif ngay san xudt. Bio quén dudi 30°C, tranh nh sang va do 4m. NHA SAN XUAT: Pfizer Manufacturing Deutschland GmbH.
Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany.




