NEUGASOL

Pregabalin 20 mg/mi
Béxatimiay tréem
Doc kj hwéng dén sit dung trude khi ding

Thanh phin
M3i ml chita:
Thiinh phén hoat chdt: Pregabalin...mwre.. 20 Mg
Thanh phdn td duge: Methylparaben, propylparaben, dinatri hydrophosphat dibydrat, natri dibydrophos-
phate dihydrat, sucralose, hwrang hoa qua, NaOH 10%, nuéc tinh khigt,
Dang bao ché: Dung dich udng
Ma td: Dung dich treng sudt
pH:4,0-7,0
Dictinh dugeluchoc
Nhém duge ly: Nhém thude chdng ddng kinh
Ma ATC: NO3AX16
Cochétéc dung:
Pregabalin gén véi 1 subunit phy {a2-6 protein) cia kénh calci bi kidm soat dién 4p trong hé théng thin
kinh trung uang.
Trén dau than kink trung ucng: B3 dugc nghidn.c i c6 hidu qué trén dau thin kinh do tidu dudng, chimg
dauthin kinh sau zens, 16n thueng tiy séng. Higu qué chusa duge nghién ciu trén céc loai dau thén kinh
khiéc,
Thudc duge nghlén citr ¢6 kha ning gidm tin sudt cc con Gdng kinh sau ? tudn.
i« tinh dugc déng hoc
Dudge dbng hoc & trang théi Gn dinh cia pregabalin tuang ty nhau trén nguei khée manh, bénh nhan
ddng kinh ¢6 sit dung thudc chdng ding kinh va banh nhan bj dau man tink.
Hip thu
Pregabalin duge hip thu nhanh khi udng lic dal, ndng 44 dinh trong huyét tugng dat duge sau 1 gidrkhi
diing & ché 43 dan féu va da lidu.
Sinh khd dung duiing ufing ciia pregabalin = 90% va phy thuge vao [ u dung. Khi ding nhdc fai, trang
that &n dinh dat dugc trong vong 24 - 48 gidr, Ty & hip thu cia pregabalin glam khi ditng ciing véi thifc
En din dén Cmax glam khodng 25-30%va Tmax kéo di khodng 2,5 gid. Tuy nhién, diing pregabalin ciing
wii thiic n khéng gy dnh hwimg 1am sang ddng k& dén midc do hip thu cha pregabalin,
Phin b&
Trong céc nghién <lu tién lam sing, pregabalin di qua hing raa mau ndo trén chudt nhét, chudt céng va
khi. Pregabalin qua dugc nhau thai & chugt edng va xudt hign trong sita chugt. & ngues, thé tich phan bé
clra pregabalin sau khi ding duting uéng khodng (.56 L/kg. Pregabalin khéng lién két vai protein huyt
tuang.
Chuyén héa
Pregabalin chuyén héa khang ding ké trong ca thé nguai. Sau khi diing mot iéu pregabalin duge dinh
diu phang xa, khodng 98% duac tim thiy trong nudic tiu 1 pregabalin & dang nguyén ven, Dan xust
N-methylate cila pregabalin - chdt chuyén hoa chinh cda pregabalin dugc tim thiy trong nude tidu,
chigm khodng 0,9% liéu dung, Treng ca¢ nghlén ciu tidn lam sang, khéng co diu higu vé sy blén 4 i
ddng phan S cia pregabalin thanh ddng phan R,
Thdi tri
Pregabalin dugc thi trir chii yéu qua than & dang nguyén ven, Thét gian ban thdi trung binh cda
pregabalin |3 6,3 gi&. B4 thanh thai huyét tuong, &6 thanh thai qua than cia pregabalin t 12 thusn véidg
thanh thii creatinin.
Céin phii hidu chinh liéu trén céc bénh nhan suy giam ¢huc ning thin hoac chay thin rhin tao,
Tinh tuyén tinh/khéng tuyén tinh
Duge dgng hoc cla pregabalin 14 tuyén tinh trong khodng liéu kang ngay theo khuyén cdo, Khodng bidn
thién duge déng hoe ciia pregabalin  thip (< 20%). Dugc ddng hoc cia ché dé da lidu co the dy dodn
duige tir dir ligu ciza ché d don lléu. Do @6, khdng ¢&n thiét phai kidm scét thudng xuyén néng da
pregabalin treng huyét tucng.
Dugeddng hoctrén nhém bénh nhin déc blgt
Gidf tinh
Cac thir nghiém 1am sng d3 chl ra giéi tinh khong c6 &nh hudng 18m sing déng k& ndo dén néng dé
pregabalin trong huyét twang,
Suythdn
D§ thanh thii clia pregabalin ty 1& thuin vdi ¢ thanh thii creatinin. Thém vio 86, pregabalin duge loai
bé tryc tiép khadi huyét tuong nhés loc mau (sau 4 gid foc mdu, néng d9 pregabalin trong huyét tigng
giam khodng 50%). Do pregabalin thi trlr chii yéu qua than, cin phai gidm lidu trén cac bénh nhan suy
thiin va diing liéu bé sung sau chay thdn nhén taq,
Suygan
¥héng <6 nghién cu dic hidu ndo duge tign hanh trén bénk nhan suy gan, Vi pregabalin chuyén hoa
khéng dang ké va dugc thai trit chit yéu & dang nguyén ven qua nutc tidu, néng 80 pregabalin trong
huyét tucng khong cé thay déi dang ké trén bénh nhan suy gan.
Tréem
Duge djng hoc cia pregabalin 43 dugc dénh gié trén trd em bj déng kinh [ca¢ nhom tudi: 1-23 thing: 2-6
tudi; 7-11 tudi vi 32:16 tudi) & e mute [dw 2,5 5; 10 v 15 my/kg/ingay trang mdt nghtén ctu vé dugc
dang hoc va khéd nang dung nap thusc,
Sau khi cdc bénh nhan tré em udng pregabalin lic 44, thii gian dat néng @& dinh trong huyst tuang la
tiong ty gidia cac nhém twdiva dat sau 0,5-2 gid,
Crmax va AUC cla pregabalin ting tuyén tinh khi ting lidu & trong tiing nhém tudi, Gis trj AUC giam 30%
&nhém tré <6 cin ndng dudi 30kg do d thanh thai gldm 43% so véi nhdm tré ¢d can ndng = 30kg.
Thefi gian ban thai cudi cling clia pregabalintrung binh |3 khodng 3-4 gids & nhém tré < 6 udiva tir4-6 giey
tr nhém tré tir 7 tudi trés tén,
Dugic ding hoc cla pregabalin trén tré em dudi 3 twdi chua duge nghian cou.
Noui cao tud!
D9 thanh thii ciia pregabalin «éxu huding grim khi tudi tang, Strgidm thanh thai pregabalin dudng udng
phi: hap i s gHim thanh théi creatinin lién quan 161 sy ting <da tudi tac. C&n gidm lidu trén cic binh
nhan cd chlic nang than bj tén thucng do tudi cap xem muc Lidu ding va céch dimng).
Chidjnh
-Bau thén kinh trung wong va ngoqi bién trén ngudsi trrdng thanh.
- Bidu tri dgng kinh cuc b cd/khdng kém theo lan téa tht phat trén nqusi truéng thanh,
- Réi loan lo duan téa trén ngudi trudng thanh,
Liéu diing va cach diing
Khodng liéu dao ddng tif 150 600 mo/ngdy (tuong dieng 7,5 - 30 ml), chia thanh 2-3 150,
Bléu tri dau thin kinh
Liéu khi déu la 150 mg/ngdy (7,5 ml}, chla thinh 2-3 13n, €6 thé ting liéu d&n 300 mg/ngdy (15 mf) sau 1
tudn, Liéu t6i da 600 mg/ngay (30 ml) c6 thé dat dhrgc sau tudn ke tiép.
Bidu tri dng kinh
Liéu khoi déu 1 150 ma/ngay (7.5 mi), chia thanh 2-3 14n. C6 thé ting liéu dén 300 mo/ngay (15 mi) sau 1
tudn. Liéu tGi da 600 mg/ngay (30 ml) <6 the dat ducic sau tudin ki tidp,
Réitlogn Jo dulan téa ,
Khedng ligu dao déng tlf 150 - 600 me/ngdy {tuong ducng 7,5 - 30 ml), chia thanh 2-3 14n. Vidc didu tri
cdn duge dinh gié fal thuding xuyén.
Liéu khél ddu 14 150 ma/ngdy (7,5 ml), chia thinh 2-3 14n. C6 thé ting l1éu dén 300 mg/ngay (15 ml)sau1
tuan. U tufin ké tiép, <6 thd tang léw dén 450 mg/ngly (22,5 mi). Uéu tGi da 600 mg/ngay (3¢ ml) cd thé
dat dugc sau d6 1 tudn,
Ngitng didu trf pregabolin
Néu phii ngimg diéu tri, ¢dn tién hanh mét caeh trir trong t6i thigu tudn phu thudc vio timg chi Ginh.

Pregabalin dugc thal trir chii y&u qua thén & dang nguy2n ven. B3 thanh thal cia pregabalin ty 12
thudn vl dg thanh thal creatinin (Cler), do vay viée gidm lidu pregabalin theo chic nang than cin
duge ca thé hoa trén ting banh nhan, tiy thudc vao 49 thanh thal ereatinin dugc tinh theo cong
thire sau:

1,23 % {140-tudil x €3 ke
- Cler (rliphity = (1,23 % {140-tudi) x can nang (kg)

{creatinin huyét thanh (Lmol/) (x 0,85 véi nir giéi)

{x 0,85 vai nir gidi)

Pregabalin dugc log? bo tnyc 1iép khdi huyét tuang nhd loc mau (sau 4 gids loc mau, néng €6
pregabalin trong huyét tuong gidm khodng 50%). V&l c&c banh nhan lec mau, liéu ding hang
ngy e pregabalin cdn dugchiéu chinh theo chic ning than. Thém vao d6, cdn diing liéu b
sung ngay |ap tic mdi 4 gidr khi loc mau theo bing huéng dén sau:

Bdng htténg dén higu chinh Hiéu pregabalin theo chire ndng than

B4 thanh thi creatinin ‘Téng lidu pregabaliningay Ché 5 lidu
(Charkmiiphdt) | g2, kit dfu gma/ngdyt] Lidu toEda imgingay)

260 150(7.5 ml) 600 (30 ml) 23 1an/ngay
=30- <60 75(3,25 ml) 30015 mf 23 Kn/ngay
215-<30 25-50(1,25-2,5ml) 150 (7.5 mi) 1-2 lin/ngay

<15 25(1.25mi 753,75 mi} 118n/ngdy
Ligu b8 sung sau lgc mau (mg)
25(1,25ml} 100 {5 ml) Ligu don
Suygan
Khéng cén higu chinh liéu trén cac bénh nhan suy gan,
Tréem
Chtfa €6 théng tin
Ngudi cao tuci

C thé phii gidm liéu pregabalin trén bénh nhan cae tudl do suy gidm chiic nang than,

Cdechr ding

Dang duding udng, cé thé diing cting vi thiic an hodc khéng.

Ching chi dinh

Qué mén véi haat chit holic bat ¢t ta dugc nao cla thubc.

Cénh bio va thin trong khi ditng thudc

Bénh nhén ddithdo dutng

M6t s5 bénh nhan dai thdo dudmg cé dau higw ting can khi didu tri bing pregabalin cin phai higu
chinh 1iéu thude didu trj d4i thio dugng.

Phdn img qud mén

D ligu vé kinh nghiém s dung pregabalin sau khi thudc dugc ti€p thi i bio cio vé cac phin tng
qud min, bao gém céc trudmg hgp phil mach. Nén ngimg st dung pregabalin ngay 1&g tae néu
*udt hign cac tridu chimg phi mach, vi dy nhu phis mit, phit migng hoc phi dudng thd teén.
Chéng mat, budn ngd, mat y thive, i 1n va suy gidm tinh thén

Sirdung pregabalin c6 kém theo chéng mit, m&t ngli ¢d thé 1m ting khd ning xdy ra tai nan vdt
ngui cao tudl. D3 ¢6 Mot 56 bao cdo sau khi thudc dupc tidp thi vé cic truéing hdp bi mét y thiic,
I I3n va suy gidm tinh thdn. Do 88, cin thin trang néu xuit hidn ¢ée tridu ching tuang ty khi sir
dung thugc, .

Anrh hetdng téi thi Iyc

Trong cdc thit nghigm, d3 c6 bdo céo vé mét ty 1 cao bénh nhin diéu tri bing pregabalin bi suy
gidm thi lye so véi cac bénh nhin ding gid dugc. & nhiing thir nghiém cé tigh hanh kidm tra thi
Iy, ti 1 gidm thi lyc & nhém bénh nhan ding pregabalin cao han & nhém dung gia duge, ty 18
thay ddi vé két qua soi ¢y mat cao hon & nhém ding gl dude.

93 cé mjt 56 bao cdo v céc phin ting ¢6 hai trén mit sau khi thudc dugc tip thi, bac gém suy
giam thj lytc, nhin ma, thay 68i v& thi Iye, nhiéu tic dung phy trong 56 xust hién thodng qua,
Suy thén

D3 c6 mét 56 trudng hop suy than duge blo cio vl mét 5§ truding hup khi ngimg pregabalin &
cho thiy ddu hidu ddo nguge tic dung phu nay.

Ngting diing cde thudt chéng dgng kinh diing kém

Chufa cé il dii figu vé vigc ngling diing céc thudc chéng dang kinh khac, khi viéc kigm sost can
<o giat véi pregabalin 12 kha thi, dé tign t6i vigc don tr ligu bing pregabalin,

Cde triéu chiing ngitng thude

Sau khi ngifing thudic thisi gian ngén va théi glan di, cac tridu ching ngiing thudc da quan sat
dugie trén mt s8 bénh nhan, Mot s6 trigu chiing bao gém: mét ngd, dau d4u, budn nén, lo du, tidu
chay, trigu ching cim, hai hop, trdm cim, dau, co gist, ting tiét mé hal, chéng mat, suy giam thé
Iife. Cén thang bao cho bénk nhan vé cic tridu chiing nay khi bit dsu diéu trj.

Co giét, bao gém ddng kinh lién tuc va déng kinh com Idn <4 thé xust hién khi sir dung pregabalin
haiic ngay sau khi ngtmg thudc.

Dirligu vé& ngiing thudc dai han pregabalin ggi ¥ ring ty 12 vi miic 86 nghlém trong clia céc trigu
chifing ngirng thudc ¢é thé phu thude vao lidu,

Suy tim sung buyét

B4 cd mét 56 trudng hgp vé céc bénh nhan bj suy tim sung huyét khi sit dyng pregabalin dugc
bao ¢do. CAc phan dng ndy dugc quan sat phan Ién trén cic bénh nhan cao wdi mic bénh tim
mach dugc didu tri dau thén kinh bing pregabalin. Nén thin trong Khi s dung pregabalin trén
céc bénh nhan iy, Vigc ngiing thudc cé thé gidi quyét duge cac phan dng trén.

Biéu tri dau thin kinh trung yong do chén thueng tiy séng

Trong diéu trf dau thén kinh trung uong do chan thuang tly sdng, ty & cic phin dng 6 hat trén
thén kinh trung vong va d3c biét 13 mat ngii tang 18n. Céc téc dung phy nity ¢4 thé bj higp ddng
khi diing ciing vdi cic thudc khac (vl dy thude chéng co ciing). Cin thén trgng khi k& dan
pregabalin cho céc trudng hop niy,

¥ djnh v hanh vi turtir

M6t 56 truting hop o ¥ dinb va hinh vi ty t& da dugc bdo céo trén cdc banh nhian st dyng thude
chéng déng kinh, Mgt phan tich meta vé cdc thir nghiém ngdu nhién c6 kiém soit v& céc thudc
chéng déng kinh cha théy khi nang nhd ting nguy cd ¢ ¥ dinh va hanh vi by ti. Co ché ciia nguy
<o nay hién chua ré va cée dir ligu hign o khéng logi trlr dugc kha néng [3m ting nguy co ddi véi
pregabalin, ’

Do d6, cén gldm sat chit ché cae dilu hidu ¢ ¥ dinh vi hanh vi by 1 va cn xem xét €iéu trj thich
hgp, Céc bénh nhan (va ngudi chim sbc) cn dugc tu viin vé clc diu hidu cd ¥ dink va hanh vity
[V

Gitm chire ndng dudng tiée héa dudl

Ba cod mit sS truding hep vé gidm chie ndng duding tiéu hda dudi dugc bao cao {vi du tc rust, lidt
tudt, tdo bon) khi ding pregabalin véi ca¢ thudc cé khi ning géy tao ban, vi du cic thudc gidm
dau opiofd. Khi diing kém pregabialin véi cic opiold, cin cén nhic cac bign phip phong trinh tio
bén {fiFc bigt trén phu nd va ngudi cao tusi,

Ding sai thude, lgm dung thudc va phu thude vao thudc

Céc truding hep ding sai thudc, lam dung thude vi phy thude thude 83 duge bao cao, Cin than
trong trén cac bénh nhin <6 tign sirlam dung thudic va cér: theo dai céc bérh nhan <6 tridgu chimy
diing sai, lam dung hojic phy thuéc pregabalin (mét s6 truding hop vé ting dung nap, cin phai
tang liéy, ¢6 hanh vi im dén thudc di duge bio cdo).

Bénfi néo

Cac truding hgp bénh ndo 43 duge bao cao, hdu hét trén céc bénh nhin ¢ tinh trang két tu thude
tai ndo.

Cde td dugc cé thé gdy phén dng df émg

Dung dich uéng Neugasol e chifa methylparaben va propylparaben c6 thé gay céc phin ting di



iing chim.

St dung thudc cho phu nit ¢6 thai va cho con ba

Phy it ¢6 khd ndng mang thal/Trdnh thai & phu nirva nam glsi

Cén st dung bién phap tranh thai thich hgp trén phu nir €6 khd ndng mang thai.

FPhu nircé that

Chua ¢6 diz liéu ddy 60 vé st dung pregabalin trén phu ni c6 thai. Cac nghién cdu trén ddng vat
da cho thdly doc tinh trén sinh sdn. Chua rd nguy ¢d tiém 3n trén ngudi. Khéng nén 58 dung s3n
phim trén phu ni c6 thai trir khi that cdn thiét (Igi ich trén me vuat trdi so vdi nguy <o trén thai
nhi).

Phu nit cho con bd

Pregabalin dugc thal trir qua sita me. Toc dung ¢(ia pregabalin trén tr so sinh hign chua 16 Can
xem xét c6 nén quyét dinh nging cho con bi hadc ngimg didu tr pregabalin dya trén Igi ich clia
vigc bt me va Igi ich cla viéc §iéu tri cho me.

Anh hugng dén kha nang I4i xe va vin hanh miy mde

Pregabalin cé thé gay ra chéng mit, budn ngi va do 44 <6 thé dnh hudng mdc d nhé hojc trung
binh téi kha nédng 14i xe hodc vén hanh may méc. Can khuyén bénh nhan khéng nén [4i xe, van
hank mdy mdc hoje tham gla cic hoat déng nguy hiém cho dén khi kha ning nh hudng cCa
thudc 16i viéc thuc hign cdc hoat déng naty duge xac dinh.

Tuomg tic, tuong ky cia thudc

Cdc nghlén cau in vivo vé cde phén tich duge dong hoc

Trong <c nghién cliu in vive, khong cé tuang tac dugc ddng hoc nao ¢é ¥ nghia tam sing quan
sat dugc gita pregabalin va phenytoin, carbamazepine, acid valproic, lamotrigin, gabapentin,
lorazepam, oxycodon hodc ethanol. Céc phan tich vé duge déng hoc d chi ra céc thudc diéu tri
déi thio dudng dudng udng, thudc Igi tiéu, insulin, phenobarbital, tiagabin va topiramate khang
<6 &nh huéng déng ké tdi 4o thanh thai clia pregabalin.

Thudc trdnh thai dudng udng, norethisteron vamodc ethinyl oestradiol

Sutdung ddng thad pregabalin vai cic thudc tednh thal duting udng norethisteron vashodc athinyl
oestradicl khéng dnh hudng t6i duge 49ng hec & trang thai can bing clia ¢ hai thude.

Cdc thudc drth huding 161 hé thdn kinh trung vong

Pregabalin cé thé 1am téng tac dung cla ethanol va forazepam. Trong ¢ tha nghiém lam sang c&
déi chtng, sir dung da liéu pregabalin vdi oxycodone, korazepam hogc ethanal khéng dnh hudng
dang ké trén hd hap. Seu khi thude duge tigp thi, da ¢é mét 58 trudng hap vé suy hé hip va hén
mé @ bénh nhan diing pregabalin va cac thudc gidm dau than kinh trung uang, Pregabalin ¢d thé
hiép déng tac dung suy gidm nhan thic va chdc ning van dong co thé vai oxycodon,

Ngudi cao tud! .

Hién chua ¢6 nghién ciiu cy thé vé duge ddng hoc cha pregabalin trén ngudi cao tudi.

Téc dung khdng mong mudn cila thudc

Cic tic dyng khdng mong mudn thugng gip nhat 14 chéng mit va budn ngd. Cac tdc dung khdng
mony muén thudng xudt hién & mie di nhe dén trung binh. Trong tit ¢ cdc nghién ciu d4i
chimng, ty 1& ngiing thudc do gip phéi téc dung khéng mong mudn I3 12% & nhém dung
préegabalin va 5% & nhém ding gt dugc. Téc dung khdng mong mudn & nhém diing pregabalin
dan t6i ngimg thubc la chéng miit va budn ngul,

Céc tac dung khing mong mudn duge phin loai dya vio tin sudt, bao gdm: rdt thuding gdp [ADR
2 1/10); thuéing gdp (17190 5 ADR < 3/10); it gdp {1/1000 < ADR < 1/100); hidm gdp (1710000 < ADR
< 1/1000); rét hiém gdp (ADR < 1/10000), hodc khéng 16 (khdng thé uéc tinh dugc tirdir ligu hién
<d).

Voi mbi tdn sudt, cdc tac dung khéng meng mudn duge trinh bay theo muc 4§ nghiém treng gidm
dén, .

Trong diéu t dau thén kinh trung wodng do chan thuong tily séng, ty 1& g3p tdc dung khdng mong

Thuong gdp Chéng mat

lgip Tang thinh ltyc qué mic

Réiloan tim

feadp Nhip tim nhanh, block nhithat d3 1, nhip chdm xoang,
suy tim sung huyét

Hiém gép Kéo dai khodng QT, nhip chdm xoang, loan nhip xoang

Réiloan mach

ftgdp Ha huyét 4p, t3ng huyét &p, ndng mat, da bimg mit,
lanh viing mach ngoai bign

Réiloan hé hip

frgap K6 thg, trdn dich mang phdi, ko, sung huyst m,
viém mili, ngdy, kha mai

Hifmgdp Phis phdi, ¢ang ciing hong

R&i loan tiéu hda

Thidng gip Nén, busn nén, tho bén, tidu chdy, ddy hoi, cang bung,
khé miéng

ftgap Bénh trac ngugc da day thyc quin, ting tiét nudc bot,
té b ludi

Higm gdp C& chuing, vigm tyy, sung Wi, khé nudt

R3iloan gan mat

ftgdp Tang enzym gan (AST, ALT)

Hiém gép Vang da

Rét hiém gdp Suy gan, viém gan

Réiloan da va mé dusida

frggp Phét ban ¢4 ndt sdn, néi mé day, tng tiét mé hol, ngifa

Hiém gép H&i chimg Steven-Johnsans, ra m héilanh

R&i logn <o xuong va mb lizn két

Thiféng gép Chubt rit ca, dau khép, dau lung, Gav chi, chudt rit c§
fegdp Stng khéip, dau <o, ¢o it co, dau ¢, <ing co

Hiém gap Tidu covan

Réiloan than va ti€t niéu

lrgip Tiéu tién khdng tyf chy, tidu khd

Hiém gép Suy thin, tiu e, bi tiéu

Réiloan hésinhsinvavu

Thuding g4, Gi
mudn, dic biét [3 mat ngl gia ting (xem muc Cdnh bdo vé thdn trong), 994p Rdi logn cudng duidng
lrgép Réi loan tinh duc, xuat tinh cham, dau byng, dau vi
Hé coquan I Tacdung khéng mong mudn Mat kinh, ti&t dich & v, tang kich thuéc vd, tova &
Higmgdp nam gigi

Nhi&m khuan va nhiém ky sinh tring

Thutng gdp I Viém mii - hong

R4l loan mau vi hé tao méu

Irgdp | Giam bach ciu trung tinh
R&iJoan hé mign dich .

ftadp Qui mdn

Hiémgép Phit mach, phan ting dj ing

R&1 loan chuyén héa va dinh duéng

Thubing gap Tang cdm gidc thém an

ltgdp Biéng an, ha duding huyét

R&i [oan tdm thin
Thudng gip

Tam trang ndng gidn, ma hé, kich thich, mat phuong
hudng, mat ngd, gidm ham mudn tinh duc

Igép Ap gidc, con hodng loan, bén chdn, to l4ng, 1rdm cam,
tam trang chan nan, tam trang cao hing, hung hing,
thay @8t tam trang, mat nhan cch, khd tim tir dién
dat, glac mo bt thudng, ting ham mudn tinh duc,
lanh ¢dm & nil gidi

Hiémgap Mt phén xa c6 diéu kién

Réiloan hé thin kinh

Rét thutg gdp Chéng mit, budn ngt, nhifc diu

M3t diéu hoa, rdi loan phdi hop, run, rdi loan ngdn
ngd, mat trf nhé, suy giém trl nhd, mat t3p trung, dj
cam, gidm ¢ gide, an thén, rdi loan thing bing, lo
mo

Thuing gdp

Itgdp Ngat, sifng &, rung gidt co, mat y thic, ting déng, ré1
loan van d6ng, chéng mit 1 thé ddng, run ¢6 chii y,
rung giét nhan cau, ri lean rhén thac, suy gidm tinh
than, r§f loan 1 ndi, gidm phan xg, ting cAm gidc, cam
gléc ndng bitng, mat v{ gidc, khé chiu

Co gt4t, rdiloan khi gisc, gidm vin dgng, rél loan chir
viét

Higm gap

Réiloan mét

Tiwdng gdp Nbin md, nhin d6i

Itgap ) M4t thi Iye ngoai bién, 181 loan tdm nhin, sung mét, thu
fhiep thi trudmg, dau mat, mdi mét, hoa mat, khé mae,
tang chdy nudc mét, kich g méat

Hiém gap Mt thi luc, viém gise mac, nhin dac déng, thay déi vé

¢&m nhén chiu s, gian @ong i, mit lac, chéi mat

R3i loan tai va tai trong

RéiYoan toan than va tai noi dimg thudc
Thudng gép Phis ngoai vi, phiy, déng di bt thudma, nga, cam gidc
say xin, cdm gidc bat thudng, mét mdi

ftgip Ph toan than, phis mat, dau that nguc, dau, s6t, khét,
dn lanh, suy nhugc

Qua didu tra

Thudng gdp Tang ¢an

ftgdp Tang creatinin phosphokinase, tang glucose méu,
glim tiéu ciu, ting creatinin mat, gidm kali mu, gidm
cdn

Hiém gdp Gidm bach cdu

5au khi ngitng diéu tri pregabalin ngén han va dai han, cdc triéu chdng ngimg thude da quan sét
dugc trén mét 56 bénh nhan, Céc phan tng thudng duge dé cdp: mat ngt, dau déu, budn nén, lo
au, tidu chiy, trigu ching cam, co gidt, hdi hap, trdm cim, dau, ting i€t mé hoi, chéng mit, thé
chét bj phy thugc. Bénh nhan can dugc thong bao vé ¢éc phan dng nay tal thoi diém bit dau didu
tri.
Tréem
Tinh an toan cla pregabalin guan sit dudc td 3 nghién ciiu trén cic bénh nhan tré em bj co gist
cye b ¢d hodc khong {an tda thi phit tudng ty nhu két qua thu duge titcdc nghién cldu teén bénh
nhan trudng thanh bi déng kinb. Tic dung khéng mong mudn phé bién nhat quan sit dugc sau
12 tudn diéu tri bing pregabalin | budn ngi, sét cao, nhiém khun dudng hd hdp trén, ting cdm
gidc thém 3n, tang can, viém moi-hgng.

Théng bdo cho bdc sinhitng tde dung khéng mong mudn gap phdi khi st dung thuéc
Quad lidu va cdch xirtri
Triéu chitng
Theo kinh nghigém sir dung sau khi thudc duge tisp thi, céc tic dyng khong mong muén quan sit
dugc khi diing qué )iéu pregabalin [ ngt g3, 161 loan trang thaj, kich déng va bdn chdn. Mjt sé
trudng hop dong kinh ciing duge bio cdo.
Trong mét s3 trudng hgp hiém gip, mét s6 ca hdn mé da dvgc béo co.
Xirtel
Bidu tri qua lidu pregabalin cdn bao gdm cac bién phap didu trj tich cuc va ¢6 thé lopc méu néu can
thiét.
Quy cach déng gol:
Hop 20 8ng x 5 ml, hép 20 Sng x 10 ml
Bdo quan: B3o qudn trong bao bl kin, trénk 8m, tranh &nh séng, phiét 4§ duéi 30°C
Han diing: 30 thang ké tif ngdy sin xudt.
Tiéu chudn chat lugng: Tidu chudn co'sd

Nha san xudt

cpPCIHN
Cng ty ¢ phdn Duoc phim CPC1 Ha Noi
Cum cdng nghiép Ha Binh Phuong, Thudng Tin, Ha Ngi
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