NEUGASOL

Pregabalin 20 me/inl
Dfxa tdnrtay trd em
Boc kyf hudng ddn sit dung trude ki ding

Thanh phdn
M3i m] ehida:
Thanh phdn hogtchdt: Pregabalin. .o v e 20Mig
Thanh phdn tf dire: Methylperaben, prepylparaben, dinatri hydrophesphat dihydrat, natri dibydrophos-
phate dihydiat, sucralose, hirang hoa qua, NaOH 10%, nuée tinh khigt,
Dang bao ché: Dung dich udng
M0 td: Dung djch trong sudt
pH:4,0-7.0
e tinh duge luc hac
Nhom dugic [y: Nhém thudc chdng déng kinh
Ma ATC: NO3AX16
Cuchétic dung:
Bragahalin gdn véi 1 subunit phy {a2-5 pretein) cia kénh calct bi kidm sodt dign 4p trong hé thBng thin
kinh trung vong.
Trén gau thén kink krung udng: 8 duge nghifnclu €é higu qua trdn.dau thin kink do tidu dudma, chimg
dau thin kinh sau zena, 1én thugng tily séng. Higy qui chita dugie nghién ¢ifu trén cic logi dau than kinh
khéc,
ThuBe duge nghlén cli e khd ndng gidm tAn sugt cc com adngy kinh sau 1 tudn.
B4¢ tinh dugc dang hoc
Guge dbng hoe & trang thdi Gh dinh <iia pregabalin tudng ty nhau trén nguet khée manh, bénh nhan
dang kinh ¢6 sif dung thudc ching ding kinh vh bénh nhin bj dau man tink.
Hap thy
Pregabalin dugc hdp thu nhanh khl udng Iic 441, ndng dé dinh trong huyét tuang dat duyc sau 1 gic khi
dling & ché dé don fiéu va da lidu,
Sinh khd dung dubing uéng cla pregabalin 2 90% va phy thuge vio liéu ding. Khi dling nhic lai, trang
1hat dn dlinh dat dugic trong ving 24 - 48 gign Ty & hip thu cla pregabalin gfdm khidling ciing vai thic
4n dén dién Cmax gim khodng 25-30% va Tmax kéo dai khodng 2,5 gidh Tuy nhiidn, dling pregabalin cing
i thiic an khong gdy dnh hiting lam sang déng k& dén mie db hip the eda pregabalin,
Phiinbd
Trong cac nghién <fu tién lm sang, pregabalin di qua hi ng rha man ndo trén chudt nhit, chugt cdng v
khi. Pregabalin qua duge nhau thai § chugt ¢dng va xust hign trong sia chuat. & ngués, thé tich phan b8
cua pregabalin sau khi diing duing uéing khodng 0,56 L/ka, Pregabalin khéng lién ket vai protein huyét
tweng.
Chuyén hiéa
Pregabalin chuyén ha kindng déng ké trong co thé nguisi. Sau kh diing mat Iéu pregabalin duge @inh
diu phong xg, khodng 98% duae tim thiy trong nudk tidu t pregabalin & dang nguyén ven, Dn xudt
N-methylate cda pregabalin - chat chuy8n hia chinh cda pregabalin dutre fim théy trong nuéc tigu,
chifm khodng 0,%% lifu diung, Trera cac nghlén clu tidn 1am sang, khing oo diu hidu v sy blén déi vir
ddng phan S cia pregabalin thanh ddng phan k.
Thdi teix
Pregabalin dugc thii tar chil yéu qua thén & dang nguydn ven, Thet gian bdn thai trung binh cda
pregabalin |2 6,3 i, DA thanh thai huy€t tudng, 2% thanh thai qua thdn clia pregabalin t 12 thudnvéi dé
thanh théi creatinin.
Céin phii higu <hlish Béu trén cic bénh nhan suy gidm chidc ning thin hode chay thin rhin 2o,
Tinh tuyén tinh/khéing tuyén tink
Dikge déing hoc <la pregabalin Ja tuyén tinh trong khodng liéu harg gy thee khuyén cio, Khodng bign
thién dugc déng hoc cia pregabalin 1 thip (< 209%), Duge 49ng hac cia ché dis da lidu of th dy dodn
dueere 1ir i i ¢oa ke GO don l1Eu. Co 06, khang cdn thi& phai kidm sost thudng xuyén néng da
pregabalin treng huyét tueng.
Burge ddng foc trén nfidm bénh nhdn déc bipt
Gidf tinh
Cac thdr nghigm Jam sing da chl ra giéi tinh khdng cd dnh hudng 18m shng déng k& nde dén ndng a3
pregabalin trang huyét tirong,
Suy than
D thanh thii <lia pragabalin ty lé thuzn vei 48 thanh thii creatinin. Thém vio dé, prenabalin uos loai
b tryc tidp khai huyét tueng nhés loe mau sau 4 gid fpc maw, néng 49 pregabalin trong huyst tuong
qidm khodng 20%). Do pregabalin thai el chi yéu qua thin, cin phai gidm |iéu trén cic bénh nhan T
thgn va ding liéu bé sung sau chay thin nhén a0,
Suygan
®hdng ¢t nghién ciu eic hidu nio duge tidn hanh trén bénk nhan suy gan, Vi pregabalin chuyén hda
khéng déng ke va duge thai trif chi yéu & dang nguyén ven qua nue 18y, néng ad pregebalin trong
huyét tuong khdng eé thay @i dang ké tré bénh nhan suy gan.
Tréem
Dugedng hoc e pregabalinds dgc danh gidtrén tré em b dgng kinh {cie nhom tudi: 1-23 théng: 2-6
Eudi; -1 tudl va 1216 tudi) 3 che mute lEL 2,5;5; 10 w3 15 mgtkgingy treng mét nghidn citu vé dugc
6éng hoc vé khd nang dung napthudc,
Sau khi cde bénh nhan tré em udng pregabalin | 441, thei gian dat néng dés dinh trong huyst tuang 12
oNa tif gl ¢AC nhom tudiva dat sau 0,5-2 gitn
Cmax v AUC chia pregabalin téng toyén tinh khi t3naiéu & trong tiing nhdm tudi. Gia te AUC gidm 30%
Gnhérm tré<6 ¢An nding dudi 30kg do g thanh thil gidm 439 sovéi nhdm tré ¢ can ning = 30kg.
Thi gian bén thii cudicling elia pregabalin trang birh 1 khodng 3-4 gits & nhém IE < 6 1l vi 1 4-6 ey
& nhém tré tir 7 1udl tré ton,
Dugec dfng hoc clia pregabalin trén teé em cudi 3 tudi chua dugre nghisn ¢ u.
Mguiti cao tubl
D{ thanh thii cira pragabalin <6 xu hudng grim khi tugi ting, Surgiam thanh thal pregabalin dudng udng
phis hap véi s gfam thanh thai ereatinin li2n quan 161 5y ting <da tudi téc. C4n gidm lidu trén cic bénh
ahén 6 chdc ndng than bj tén thudng do tudi cao (em myc Lidu dimg vA cach dima).
Chidjnh
- Dau thén kinh trung voing vi ngogi bién trén ngud tuding thanh.
- Bliu trj dng kinh cuc ba cd/khang kem thet 2n ta tha phat teén ngui truéng thanh.
- Rdi loan lo dulan tda tréna nguis trutng thinh,
Ligu diing v edch ditng
Khodng ligu dao dgng tif 150— 600 ma/ngdy (tuong dieng 7,5 ~ 30 m), chia thanh 2-3 140,
Biéu tef S thin kinh
Liéu kchdi #3u 2 150 mg/ngly (1,5 mi), chla think 23180, €6 thé tang liéu dén 300 maéngay {15 mM sau 1
tudn. Lidu t6i da 600 mg/ngay (30 ml) cé thé dat dugc sau tirdn ké tidp.
Bidu trf g kinkh
Liu khdi déu s 150 mgingay 17,5 ml), chia thanh 2-314n. €6 th# téng lidu dén 300 morngzy (15 mik sau 1
tudn. Lidu i da 800 mg/ngay (30 ml) <6 thé dat dugc sau tuin ké tidp,
Réflogniedulantéa

Khodng lifu dao ddng tr 150 - 600 mofrgay ftudng dudng 7.5 - 30 ml), chia thanh 2-3 Iin. Vide diéu tri'

cian dugc ddnh gia Jai thubing xuyén.

Liéu khaf d5u ta 150 mafngay (7.5 mi), chia thanh 2-3 14n. €6 thé ting NSy d8n 300 mafngay (15 ml)sau ]
tugn. O tudin kS tiép, <6 th# ting Niéu dén 450 mg/nady (22,5 mi). Uy t3i da 600 mgfagdy (30 ml) o6 thé
dat duoe sau g6 1 tusn,

Noing diéu trf pregobalin

N&u phii ngiing diéu tri, ¢an tién hianh mét cich trtir trong i thigu™ tudn phu thude vi o timg ehi Ginh.

Pregabalin duge thal trif ch y&u qua thiin & dang nguyén ven. B9 thanh thal cda pregabalin ty 16
thugn vl do thanh thai creatinin (Clcr), do viy visc gidm lidu pragabalin theo chiiz héng than can
duige ci thé héa trén timg banh nhan, tiy thude vio 3§ thanh thii creatinin dugc tinh theo cé ng
thife sauz

P
- Cler (mirphits = 11,23 x {140-tudi) x can ning {kyg)

{ereatinin huyét thanh (umeoll)) (< 0,83 vai nir glan

Pregabalin duge loal bé tns tiép khéi huyét tuang nhdf lec mau (sau 4 gits loe mau, ndng &5
pregabalin trang huyét tuong gidm khodng S0%). Y& ¢&¢ banh nhan ke mau, lidu ding hang
ngy <l pregabalin can dvgchigu chinh thee chic ndng than Thém vio do, cin diing lidu b8
sung ngay lap tire mdi 4 gids khi loc mau theo bing hudng din sau:

Bdng hudng dén higu chinh Héu pregabalin theo chire néing thin

£ 0,85 wdi nix giail

Béthanhthii creatinin Téng lidu pregabaliningdy ChEda |idu
{CLartmbiphdt) 1454, kbt diw gmgigdyh | Lidu 13t 8a (mg/ngdyl
260 150(7.5 ml) 600 (30 mi) 2-31aningdy
=30- <60 75{3,75 ml) 300015 M) 2:3 lan/ngay
215-¢130 25-50(125-2,5ml) 150 (7,5 ml) -2 lin/ngay
<13 25{1,25m) 75(3,75ml) 1 1&n/ngdy
Ligu b& sung sau loc mdy fng)
251,25 mly 100(5 ml) Ligu don
Suy gan
Khang can higu chinh liéu trén cdc bénh nhan suy gan,
Tréem
Chifa £6 théng tin
Nt eao tudi

Cé thé phidi gidm liéu pragabalin trén bénh nhan cao twdi do suy gidm chitc n3ng than.

Cdch ding

Ditng dudng ubng, cd thé dina cing ¥6i thiie an hojc khang,

Chéng <hl dinh

Qua mén véi hoat chdt hogc bat e t& duge nao clia thudic.

Cénh bdo va thin treng khi ditng thusc

Bénhnhan &6 thifo dudng

MGt 5 bénh nhin dai thio dudng cd déu higu tang can khi didu tri bing pregabalin cdn phai higu
chinh ¥éu thudc didu trj di théo dutng.

Fhdn g qud mén

D ligu vé kinh nghigm s dung pregabalin sau khi thudc duactifp thi d4 bAo co vé cac phan tUng
qud mdn, bao gdm cde truding hep phi mack. Nén ngiing s& dung pregabalin ngay l3p wic néu
%USt hign cac tridu chiing phit mach, vi dy nkue phis mit, phti midng hogc phi dudng tharwén,
Chéng mit, buén ngd, mat ¥ thire, i M va suy gidm tinh thén

Sirdung pregabalin cé kdm theo chéng mét, m&t ngl ¢d thé lam ting khi nang xdy ra tal nan v
ngui cao tudi. 98 ¢ Mt 58 bido cio sau khi thude dupc tidp th] vé cc truésng hop bi mat ¥ thile,
I l3n v suy gidm tinh thin. Do 84, cén than trang néu Ut hign <ac trigu chiing tudng 1y khisir
dung thuéc. .

Anh huéng t5i thi e

Trong cdc thi nghigm, da €o bio cdo vé mit by 1& cao bénh nhén diéu tri biing pregabalin bi suy
giam thi e so wéi cde banh nhin diing gid dwoe. & nhing thir nghidm 6 tisn hanh kim tra thj
Iuc, ti 12 gidm thi lyc & nhém Bénh nhan ding pregabalin cao hon & nhém dung ¢id dud, ty 1
thay d6i v& k&t qua sai 8y mat cao hon & nham ding gla duge.

D4 & it 56 bao cao vé cac phan ding ¢6 hai trén mit sau khi thudc duoe tidp thi, bac gém suy
giam thj lue, nhin m, thay €8] vé thi fue, nhiéu tic dyng phy trong dé xult hidn thodng qua,
Suy thdn

DE 6 mét s trudig ho suy than dugc bdo cde va m{t s& trusng hop khi ngimg preaabalin ¢4
cho thdy dau hidu dio nguge tac dung phu nay.

Ngtmg ding cdc thudt chéng déng kinh ding kém

Chufa cf 3l dir féu vé vige ngling diing cé< thude chéng dong kinh khac, khi viéc kidm sost con
0 g%t wai pregabalin 12 kha thi, dé 1iSn téi vibc don ti lidu bAng pregabalin,

Cdc triéu chimg ngimg thude

53 khi ngiing thudc thai gian ngén vA thei gian dad, cAc tridu chiing nglmg thudc da guan sat
fuge rén mét s8 benh nhan, Mot 58 tigu ¢hing bao gdm: mit ngd, dau A3, budn nén, o du, titu
<héy, trigu chting cim, hdi hop, trém cdm, dau, co gidt, tAng 1iét mé hol, chéng mat, suy giam thd
Iife. C&n thdng bie cho keénh nhin vé cac trigu chiling ndy khi bat 83u didu trj.

Cogidt, bao g6m dgng kinh lidn tyc vi déng kinh con In <4 thé xust hign khi sirdung pregabalin
haée ngay sau khi nging thude.

D lidu vé ngiing thuse di han pregabalin ggi ¥ king t¥ 1@ vi mic d@ nghlém tigng cla cic trigu
¢himng nging thudc <6 thé phu thude via lidu,

Suy tim sung huyst

B ¢d Mot sd truding hgp vé cic bEnh nhin bj suy tim sung huyét khi U duhyg pregabalin dugc
bdo edo. Cée phén ng niy duce quan sat phén 16n trén cic bénh nhan cao wéi mac bénh tim
mach duc didu trj dau than kinh bing pregabalin. Nén thin troing khi $& dung pregabalin rén
cic bignh nhan niy, vigc ngimg thudc cd thé gidi quyét dugc cac phdn dng trén.

Piéu tr| dau thin kinh trung uong do chin thugng tiy sng

Trong didu trf dau thén kinh trung ang de chidn thuong tly sdng, ty 18 cac phin ing cd haf trén
thén kinh trung weng va dic bidt 14 mat nai 13ng lan. Cic tac dung ghy ndy €4 thé bi higp ddng
khi diing cling wdi cic thudc khac (vi dy thudc chdng co cling). Cn than trong khi ké dan
pregabalin cho cde trusng hop nay,

¥ djith va hanh vi tu' t

Mgt 56 tnsbing hop ¢ ¥ dinh vh hanh vi by i 63 dugic bdo cdo trén cdc banh nhan strdung thuse
chéng dgng kinh, Mt phin tich meta v8 edc thit nghiém ngiu ahién ¢b kidm sost v cic thudc
chéng déng kinh cho thiy khé néing nha tang nguy cd ¢ ¥ dinh va hanh vi i 4, Co ehé e fia nguy
o nay hién chifa ré v cdc dif ligu hign o4 khang logi trif dugc kha nang [am ting nguy co ddi véi
pregabalin, ’

Do d6, cin gldm sét cht che cae diiu hidu &8 i dink vi hanh vi iyl va ¢in xem xét 818 tr] thich
hop, CAc béah nhan {va nguel chim s6¢) cin dugc tu vin v8 cde d5u higy o4 ¥ dink va hanh vi w
.

Gidim chic ndng dudng tidu hda dwi

B4 cb mit 5 truting hgp vé gTém chile nding duéing tiew héa dudi duge bae cdo {ui du tic rudt, lidt
rugt, téo oon) khi ding pregabalin wi cde thude ¢6 khi ning géy tao ban, vi du cic thudc gidm
dau opiofd. Khi diing kam pregabalin véi cic opiold, cin cin rh&c cic Bién phip phang trénh tio
bdn (3¢ bkt trén phy nd va ngudi cao wéi).

Diing saithude, lgm dung thude va phy thugc vao thude

Cic nusang hep ding sai thude, lam dung thude vé phy thuge thudc d3 dugc bao cio, Cin thin
trong trén ¢a¢ bénh nhan <6 tign st lam ding thudc va cin thes dai cdc bénh nhin cf trigu chitrg
ding sai, lam dung hofic phu thude pregabalin (Mot 36 truding hoip vé ting dung nap, cin phai
tang liéw, 6 hanh vi tim d&n thudc da duipe bao cdo).

Béni:ndo

Cac trudmg hyp bénh nao dd duge bie cdo, hiu hét trén ce banh nhin <6 tinh trang ket ta thudc
tal ndo.

Cde td du'gc od thé gdy phdn dng dfing

Dung dich ufing Neugaso! ¢4 chita methylparaben va propylparaben of thé gay cie phin tng di



g chgm.

Sttdung thudc cho phu ni cé thai va cho con bi

Phy it ¢é khd ndng mang thai/Trdnh thai & phy nir v nam g

Can sitdung bién phap trnh thai thich hgp trén phu nircd kha nang mang thai.

Phy nireé thal

Chua ¢6 di¢ liéu ddy 63 vé s dung pregabalin trén phu nit cé thal. Cc nghién cdu trén ddng vt
da cho thdy doc tinh trén sinh sdn, Chua ré nguy ¢d tiém an trén ngudi. Khéng nén st dung san
phim trén phu ni¥ ¢é thai trir khi that can thiét (Igi ich trén me vuat trdi so vdi nguy <o trén thai
nhi}.

Phu nir cho con bd

Pregaballn dugc thal trir qua sita me. Tac dung ¢lia pregabalin trén ird so sinh hién chua 518, Cin
xem xét 6 nén quyét dinh ngimg cho con bii hadc ngimg didu i pregabalin dua trén Igi ich cia
vigc b me va Igi ich cla viéc §idu tej cho me.

Anh huéng dén khi nang 15l xe v3 vin hanh may méc

Pregabalin cé thé gay ra chéng m3t, buén ngii va do 84 <6 thé dnh hudng mue dé nhé hodc trung
binh t¢i kha nédng !4 xe hodc vin hanh may méc. Can khuyén bénh nhan khong nén l4i xe, van
hank mdy mde hoje tham gla cdc hoat déng nguy him cho d€n khi kh3 ning dnh hudng coa
thudc 1di vigc thye hign cic haat ddng niy dugc xac dinh,

Tuong tac, twong ky cua thudc

Cdc nghlén ciiu in vivo vi cde phan tich duge dgng hoc

Trong <dc nghién clu in wive, khdng ¢é tuang tac dugc Gdng hoe nda ¢d ¥ nghia tim sing quan
sat duge gitra pregabalin va phenytoin, carbamazepine, acid valproic, lamatrigin, gabapentin,
larazepam, oxycodon hodc ethanol. Cac phan tich vé duge ddng hoc d chi ra cac thudc didu tri
d4i thio dudng dudmg uéng, thudc Ii tiéu, insulin, phenobarbital, tiagabin va topiramate khang
<6 dnh huéng d4ng ké téi 4 thanh thai clia pregabalin.

Thudc trdnf: thai dudng udng, norethisteron va/hodic ethiny oestradiol

St dyng ddng tha pregabalin vai cac thudc tednh thal duting udng norethisteron vishogc ethingl
oestradiol khong dnh hudng tdi duge 49ng hec & trang thai can bang clia cd hai thude

Céc thudc dnh hudng téi hé thdn kinh trung vong

Pregabalin ¢& thé 1am tang tac dung clia ethanol va forazepam. Trong cde tharnghiém lam sang cd
ddi chmg, st dung 62 liéu pregabalin vdi oxycodone, krazepam hojc ethanol khéng 3nh hudng
dang ké trén ko hip. Seu khi thude duge tidp thi, da ¢co mét s3 truding hap vé suy hd hip va hon
mé & bénh nhan diing pregabalin va céc thude gidm dau thin kinh trung uang, Pregabalin ¢é thé
hiép déng téc dung suy gidm nhan thiic va chdc ndng vin dong co thé vdi oxycodon,

Ngudi cao tudl

Hi#n chua ¢6 nghién et cy thé vé duge dgng hoc clia pregabalin trén ngudi cao tudi.

Tac dung khéng mong mudn cita thude

Céc tac dyng khdng mong mudn thuéng gip nhat 1 chéng mit va budn ngid. Cctée dung khdng
mong mudn thudmg xust hign & mde d nhe G&n trung blnh. Treng tat cd cdc nghién ciu dai
chiing, ty 1é ngimg thudc do gip phdi tic dung khéng mong mudn 13 12% & nhém ding
prégabalin va 5% & nhém dang g dugc. Tac dung khang mong mudn ¢ nhédm diing pregabalin
dén téi ngimg thubc 1 chéng mit vi budn ngll,

Cac tac dung khéng mong mudn duge phan loqi dua vao tin sudt, bao gdm: rdt thudng gdp [ADR
= 1/10); thuding gdp (11190 < ADR < 1/10); it gdp {1/1000 < ADR < 1/100); hiém gdp (1/10000 < ADR
< 1/1000); réit hiém gip (ADR < 1/10000), hoge khdng 16 (khong thé udc tinh duge tirdd ligu hién
<d).

Thuemygip Chéng mit

fegap Tang thinh lyc qua mdc

f61loan tim

fradp Nhipti'nnhanh,ﬁlock nhithdt &3 1, nhip chdm xoang,

suy 1im sung huyégt

Hiém gdp Kéo dai khodng QT, nhip chm xcang, loan nhip xoang
R&iloan mach
Ttgdp Ha huyét dp, ting huyét dp, ndéng mat, do bimg m3t,

lanh viing mach ngoai bidn

Réi Ioan hé hip

ftgap Kho thé, tran dich mang phdi, ho, sung huyst mi,
viém mi, ngay, khé méi

Hiém gép Phis phdi, ¢ang ciing hong

Réi loan tiéu héa

Thing gap Nén, budn nén, tdo bén, tidu chay, day hoi, cang bung,
khé miéng

frgap Bénh trao ngugc da day thicquén, tang tiét nudc bot,
té b fudi

Hiémgdp C8 chuing, viém tyy, sung Wi, khé nudt

Rai loan gan mat

fegdp Ting enzym gan (AST, ALT}

Hiém gdp Vang da

At higm gdp Suy gan, viém gan

R&i loan da va mé du&i da

Itggp Phét ban ¢t ndt sdn, ndi mé day, ting tiét md hél, ngira

Hiém gép HY! chimg Steven-Johnsans, ra mé hai lanh

R&i loan <o xuong va md lién két

Thitbng gép Chudt it co, dau khép, dau lung, dau chi, chudt rit of
fradp Sung khap, dau <o, co it co, dau ¢§, clng <o

Higm gdp Tigu cavan H
R&Gi loan than va tiét nitu

hgap Tiéu tién khéng ty chd, tidu ki

Vidi mBi t4n sudt, i tic dung khéng mong mudt: Cuse tinh bay theo mic 43 nghlém treng gidm Hiém gép Suy thin, tiéu t, bitiey
dén. . Réiloan hi sinh sdn vava
Trong diéu t dau thén kinh trung wong do chan thuong tiy séng, ty 1& gp tic dung khdng mong Thudn B '
mudn, dic kiét la mit ngl giz ting (xem muc Cdnh bdo vd thdn trong), 99% Réi logn cutang 9
Irgép Ré! loan tinh dug, xust tinh ¢ham, dau byng, dau vi
Hé co'quan Iﬁcdyng khéng mong mudn Hitm gdp Mat kinh, tiét dich & v, tang kich thuéc vi, tova &
Nhiém khugn va nhiém ky sinh tring nam giét
Thutmg gde | Viem mii - hong R&1Yoan todn than va tai noi ding thusc
- Thudng ggp Phiz ngoal vi, phi, ding di b&t thudmg, ng3, cdm gidc
Réiloan mé&u va hé tao mau say xIn, cim gidc bt thudng, mét moi
hgdp | Gism bach ciu trung 1nh ftgip Ph to2n than, phi mat, dau th&t nguic, dau, s6t, khat,
R&110an hé mign dich . dn lanh, suy nhugc
ltodp (ud min Qua diéutra
Hiém gip Phis mach, phin ting dj ing Thwng gdp Tang cin
R&! loan chuyén héa va dinh duding Itgip Téng creatinln phosphokinase, ting glucose mau,
giém tiéu ciu, ting creatinin ma, gidm kali méwy, glim
Thuilng gdp Tang cdm gide thém an b
lgap Biéng @n, ha duding huyét Higm gip Gidm bach cdu

R&i loan tdm thin
Thudng 9dp

Tam trang néng gian, ma hé, kich thich, mat phuong
huéng, mit ngd, gidm ham mudn tinh duc

Trgép Ao gidc, can hodng loan, bén chén, o Iéng, 1edm cam,
1am trang chan ndn, tam trang cao hudng, hung héng,
thay @6} tam trang, mat nhan <dch, khd fim tir dién
dat, gldc mo bit thudng, ting ham muén tinh duc,
lanh cam & nir gidi

Hiémgdp Mat phan xa cé didu kign

Réiloan hé thin kinh

Rét thutmg gdp Chéng mat, budn ng, nhic diu

Thuting gap M3t diéu hoa, rdi logn phdi hop, run, di loan ngdn
nai, mat trf nhé, suy giém trl nhd, mat tp trung, dj
<dm, gidm cm gidc, an thin, rdi loan thing bing, 1o
mo

lgdp Ngat, sing s, rung gidt co, mat y thic, ting déng, réi
loan van d9ng, chéng mit 1 thé ddng, run ¢6 chli .
rung gidt nhan céu, réi loan rhan 1hie, suy gidm tinh
thdn, r&! loan 13 ndi, gidm phan xg, ting cAm gidc, cam
gl4c ndng bimg, matv] gide, khé chiu

Higm gdp Cogift, rél loan khiu gidc, gidm vin dgng, rél loan chis
vidt

Réi loan mét

Thirding gdp Nhin mé, nhin i

ltgip » M4t thi Iye ngoai hign, 181 lean téim nhin, sung mét, thu
fhep thi trudng, dau mat, mdl mét, hoa may, khé miy,
1ang chdy nudc mat, kich eng mat

Higm gap ML thi lue, viém gise mac, nhin dao dong, thay 461 vé

<&m niian ¢hiu siu, gian @ng tif, mit lc, chéi mat

Railoan tai va tai trong

Sau khi ngimg diéu 1ri pregabalin ngén han va dai han, cdc triéu ¢hung ngimg thude da quan sit
dugc trén mét sé bénh nhan, Cac phdn tng thudng duge d& cdp: mat ngy, dau dau, budn nén, lo
Au, tiew chy, trigu chimg cirm, co ¢idt, hal hdp, trdm cim, dau, ting tiét mé hoi, chéng mit, thé
chat bj phy thugc, Bénh nhan cin duge thdng bio vé ¢ie phidn dng nay tal tha diém bt diu didu
tri,
Tréem
Tinh an toan cUa pregabalin guan sat dudc td 3 nghién cliu trén cdc bénh nhan tré em bj ca giat
cue b cd hodc khdng lan tda thi phit tudng tu nhu k&t qud thu duge titcdc nghign ciu trén bénh
nhan trudng thanh bj déng kinh. Tic dung khéng meng mudn phd bién nhét quan sat dugc sau
12 tudn diéu tri bing pregabalin la budn ngd, sét cao, nhiém khugn duding hd hép trén, ting ¢dm
gidc thém an, tang can, viém moi-hgng.

Théng bdo cho bdc sTnhirng tde dung khéng mong mudn gdp phai khi si dung thudc
Qua lidu va cach xUtri
Trigu ching
Theo kinh nghigém sir dyng sau khi thudc duige tiép thi, cic tic dung khéng mong mudn quan sit
duge khi diing qua liéu pregabalin 13 ngd ga, 16i loan trang thal, kich ddng va bén chén. Mot s6
trudng hop ddng kinh ciing dugre bio cdo.
Trong mét s trwding hop hidm gip, mdt sG ca hon mé da dugc bio cdo.
Xirtef
Pidu tri qud liéu pregabalin cin bao gdm cac bién phdp diéu trj tich cyc v 6 thé loc méu néu cén
thide,
Quy cach déng gol:
Hép 20 8ng x 5 mi, hjp 20 dngx 10 ml
Bao quan: Bdo quan trong bao bl kin, trink 8m, tranh &nh séng, nhiét d6 dudi 30°C
Han dimg: 30 théng ke tif ngay sin xudt.
Tiéu chuin chit lugng: Tidu chuln co s&

Nha sdn xuit

cpCinN
Cony ty ¢& phin Durge phém CPCT Ha Noi
Cym cdng nghiép Ha Binh Phuong, Thubing Tin, Ha Ngi
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