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Each hard gelatin capsule mntains
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Dosage & Administration:
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fix - Thudc b6n theo tlon

I'ORGABALIN 75
(Vi6n nang cring bao phim Pregabalin 75 mg)

cANn nAo:
Chi ding theo stt kA ildn cfia bdc si.
Ndu cdn thdm th6ng tin, xin hdi j kidn bdc si.
I(hdne dins qui lidu chi ilinh.
Xin th6ng bdo cho bdc si bidt cdc tdc dyng Ht6ng mong mudn xdy ra trong qwi trinh srt dyng.
Dd thudc xa tdm tay tr| em.

Dgc kj hitng dAn sfr dqtng tntic khi srt dyng.
Khdng ding thudc ili qwi hsn srt dung.

THANH pTTAn:

Hoat ch6't
Pregabalin ..-...............75 mg

T6 dd(c
T6 dfrrc tinh bdt <I6ng bidn tinh Starcap 1500, talc. nang gelatin cr?ng sd4 ( miu d6 cam tluc/ trdng tlgc) c6 in " "1360"

vi "75" tr6n n{p vi thf,n nang.

DIJOC LUC HQC

trUc tiiip vdo c6c thp th6 GABAA, GABAB hay thu th6 benzodiazepin, kh6ng ldm tang d6p ring GABAa tr6n c6c no ron nu6i

cdy, kh6ng ldm thay d6i n6ng d0 GABA d nfro chuQt vd kh6ng dnh huong ngay ddn sU tao thanh vd ph6n hty GABA. Tuy
nhi6n st dung Pregabalin k6o ddi tr6n ciic no ron nudi cdy lim tang mat dQ prolein v{n chuyOn GABA vd t6ng t6c d0 vin
chuy6n GABA. Pregabalin kh6ng chgn kdnh calci, kh6ng c6 t6c.dqng voi thq the opiat vir ktrdng lnm qhay tl6i ho4t tinh cria

enzym cycloxygenase. N6 ctng kh6ng co t6c dgng voi thu th6 serotonin vd dopamin, kh6ng ric chi5 sU tdi t4o dopamin,

serotonin ho{c noradrenalin.

Kinh nghiQm l6m sirng

Dau do nguy6n nh6n thdn kinh
HiQu qui ili dutJc chi ra trong cdc thr? nghiQm tr6n b6nh nhdn thdn kinh tt6i thdo drrdng, dau do nguy6n nh6n thdn kinh

sau zona vi tdn thuong niy sdng. HiQu qui tr€n cilc md hinh khdc cria itau do nguyOn nhin thdn kinh chrla rlrrgc nghi€n

crfu.

Pregabalin ttd duQc nghiOn cfu 6 l0 tht? nghiQm l6m sing c6 kidm sodt trong l3 tudn ddi vdi li6u 2 ldn mOt ngiy (BID)

vi 8 tuAn ddi vdi lidu 3 ldn mQt ngny (ID). Kdt qud cho thdy, an toin vd hiQu qui I li6u 2 Dn mQt ngiy vd 3 ldn mQt

ngiy li nhunhau.
Trong rhf nghiQm l6m sing trong 12 udn tr6n bQnh nhdn dau do nguy6n nhdn thdn kinh ngoai vi vi trung rJdng, hi9u

qud girim dau dat dtlclc sau tudn thf nhdt vi dtry ui trong sudt quii trinh di6u tri.

Trong thr? nghiQm l6m sdng c6 kidm sodt tr6n bOnh nhdn dau do nguy6n nh6n thdn kinh ngoai vi, cii thiQn 50% dalu d4t

duqc ddi vdi 35Vo bgnh nhdn rlidu tri bhng pregabalin vi l87o bQnh nhdn ding gi6 dugc. Ddi vtli bQnh nhdn kh6ng trii
qua bu6n ngri, hiQu qui tlat dudc ren 33VabQnh nhAn tlidu tri blng pregabalin vd lSVo bQnh nhdn dtng gi6 dugc. Ddi

vdi bQnh nhdn c6 trii qua bu6n ng0, ti lO ddp ring tlat drrQc r€n 48o/o bQnh nhdn dtng pregabalinvd l6Vo dDng gi6 drrgc.

Tr|n thft nghiQm ldm sing c6 kidm so6t tr€n bQnh nhfln dau do nguy€n nhdn thAn kinh trung Udng, cti thiOn 507o dau

dat dudc ddivdt22Eo bQnh nhdn didu tri blng pregabalin vilVo dlng gi6 dugc.

D$ng kinh
Diiu tri bll ml
Pregabalin dUcrc tidn hinh nghiOn crlu trdn 3 thf nghiQm ldm sing c6 kidm soiit trong 12 tudn vdi lidu 2 ldn mQt ngiy

f StD) va 3 lAn m6t ngdy (TID). Kdt qui cho thdy tinh an toin vi hiQu qui cria ci hai lidu 2 ldn mOt ngiy vi 3 ldn mOt

ngiy li nhtr nhau.

HiQu qu6 gif,m tAn sudt ccrn ilQng kinh dat dugc trong tuen thf nhdt.

Dm tri li€u ( B\nh nhAn mfi dr1c chdn ttufin)

Pregabalin rluclc tidn hdnh nghi6n crlu trong mQt thr? nghiQm l6m sing c6 kidm sodt trong 56 tuAn vdi li6u 2 ldn mQt

ngny (BID). Pregabalin kh6ng thua k6m lamotrigine trong 6 thdng tli6u tri tr6n bQnh nh6n l6n cdn dQng kinh kh6ng

kidm sodt. Su an toin vi dung nap cfia pregabalin vi lamotrigine li nhr/ nhau.

Rdi ktqtn b Au bn tda

Pregabalin tlUgc tidn hinh nghi6n crfu trong thr? nghiQm c6 kidm soiit trong 4-6 tuAn, 8 tudn tr6n bOnh nhifi ldn tudi ve 6

thi{ng rrong nghien cfu chdng t6i ph6t ldu.dii trong phase nghien ct1u chdng tdi ph6t mr) d6i.

Su gi6m tri6u chfng rdi loan lo du lan t6a (CAD) nhu ph6n 6nh trong bic thang tldnh gid lo 6u cria Halmiton (HAM-A)

trong tudn thf nhdt tli6u tri.
Trong thf nghiQm l6m sing c6 kidm sodt (4-ti tudn), cii thiOn it nhdt 5OVo tr€n tdng di6m trong thang HAM-A ddi vdi

52Vo bQnh nhdn didu tri bhng pregabalin vd 38Vo bQnh nhdn dtng gii drrgc.

Trong tht nghiQm c6 kidm sodt, kdt qui cho thdy ti lQ thi giric md di 6 bQnh nhdn di6u tri blng pregabalin cao hdn so

vrSi benh nh6n dtng gii dtrgc. Kidm rra rhi luc (bao gdm khri nf,ng nhin 16 vat, thi trUdng cta mdt vi kidm tra soi tt6y
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mdt) aludc tidn hinh trOn 3600 bQnh nhdn'trong mQt rhf nghiQm l6m sdng c6 kidm sorit. Kdt qui cho th6'y, il6 c6 khodng

6.5o/o b|nh nhdn gi6m kh6 ndng nhin 16 v{t d bQnh nhAn tli6u tri vtli pregabalin so v,3i 4.87o b-O,nh nh6n dtng gi6 drrgc.

Thi trrldng cia mdt thay ddi da duqc biio c6o 6 12,4Vo b6-nh nhdn ttidu tri bhng pregabalin so v6i ll,7%o bQnh nhin dtng
gi6 drtctc. Driy mdtthay ddi di drroc quan s6t 6 l,TVobQnh nh6n tlidu tri bhng pregabalin sovdi2,lVo bQnh nh0n dtng
gi6 dugc.

DI.,OC DONG HQC
Drr<rc dQng hoc dn dinh cria pregabalin ld nhrl nhau I c6c nh6m tinh nguy6n kh6e manh, b6,nh nhdn d0ng kinh ttang di6u

tri bhng thudc chdng tlQng kinh vi nh6m bQnh nhin m{c chfng dau man tinh.

Hdp thu: pregabalin hdp thu nhanh khi ufing lfc tt6i, n6ng tlQ dinh huydt trlong tt4t duqc sau I gid udng khi d[ng ildn

ti6u tray tla liEu. Sinh khri dung dudng udng khodng t€n90Vo vi kh6ng phg thuQc vio li6u. C6c lidu nhdc l4i sau tl6 thl

tr?ng t;di dn dinh dar duc,o rreng vdng 24 ddn 48 gid. T! lQ hdp thu pregabalin gidm xudng khi udng cr)ng thtlc trn, hQ

qra'gay ra ldm gifrm n6ng d0 dinh trong huydt trrong Cmax khoiing 25 - 3O?o vd thdi gian tl4t n6ng <10 tlinh tlng len

khodng 2,5 gitr. Tuy nhi6n, srl dung pregabalin ctng vrSi d6 an kh6ng giy 6nh hrrdng nghiOm trong ttdn mfc hdp thu

pregabalin.

phdn bd: Trong ciic nghi€n cfu ti6n lAm sdng, pregabalin di qua duqc hing rio mfu n6o 6 chuQt cdng' chuot nh{t vi

khi. pregabalin ctng qua ddQc nhau rhai vi dridc hni tidt.a .ra 6 chuQt cdng. 6 ngrrdi, thd tich ph6n bd bidu kidn khi

6nng drring udng *dp *i khoing 0,56 l/kg: Pregabalin kh6ng li6n kdt vdi protein huydt trlOng'

Chuydn h6a sinh hoc: pregabalin chuydn h6a kh6ng rldng kd 6 ngrrtri. Theo li6u ddnh ddu tl6ng vi ph6ng xa pregabalin'

kho6ng gyvo ph6ng-? .ia ;;;; ,i,,, ,t dy 6 nrrdc tiJu ouOi dang pregabalin kh6ng chuydn h6a' D6n xudt N-methvl cria

pregabafin li chdt chuydn h6a chinh cta pregabalin duqc tim mfy 
"nng 

nrrdc-tidu' chidm khoing O'gVolid]u' Trong cdc

ng#n .,fu ti6n 16m slLng, h5n hop racemi" cria pregabalin kh6ng <lur'lc tim thdy'

Thdi trir:Pregabalin ituQc thii tnY chinh tu hQ tudn hodn qua thai m] 6 than dudi d4ng kh6ng ddi' - l
Thdi gian bdn thii pregabalin vio khoring 6,3 gid. D0 thanh th6i pregabalin huydt nrong vi 6 than tf lQ thudn vdi ilo

thanh thii creatinin.

Can <ti6u chinh lidu pregabalin I bQnh nhf,n suy giim chr?c ntrng than ho4c ttang thdm phdn mdu'

;yrt"".::Y$:Tli;#il" tuydn tinh trong khoang lidu khuydn c6o. Srr bidn trdi drrqc dons hoc cta prebagalin thdp

(<2Oo/o).Drftrc ilQng hoc vrli li6u aa ti6u "Jtfd 
Orr tlodn duqo tn cdc dfr liQu cfla hdu tlon [du' Vi vdy' kh6ng cdn kidm

so6t ndng tlQ huydt ildng pregabalin hdng ngdy'

Dd{c tlQng hqc E cdc nh6m b€nh nh6n l{c biQt

GirSi tinh
c6c tht,nghiQm ldm sdng 116 chi ra rxng gidi tinh kh6ng 6nh hr/6ng ldn ttdn ndng ilQ pregabalin huydt nrong'

3:HffHIJ3io",," ti lQ thuin vdi rr0 thanh thii creatinine. rh6m vio d6, pregabalin duqc thei tru hiQu qui ra

kh6i huydt tuong bhng thdm phdn mfu ( sau. xhoing 4 gid thdm phin mdu' pregabalin giim xudng khoing 5O?o)' Do

pregabalin duqc rhai trd ch;;r; qr" thin, cdn gi6m [6u d bQnh nhin suy thin 'a 
tang fi6u vdi bQnh nh6n thdm ph6n

mdu.

ffi::tilJfil" clr thd v6 ddqc dons hsc tr€n bQnh nhdn suv gi6m chrc ntrng gan' Do pregabalin khdng bi chuvdn

h.a rt6ng kd vd th6i tri ch6 ydu 6 dang kh6ng ddi qua ntrdc tidu n€n chrlc nang-gu'n suy gi6m kh6ng thay adi dang td

ndng dQ pregablin trong huydt nrong'

Ngudi gii ( ren 65 rudi)

D6 thanh th6i pregabalin c6 xu hudng grim khiludi t[ng lCn' Sr/ gi6m <10 thalh thii niy phn hQp vdi gi6m thanh thii

crearinine khi tudi t[ng lcn. c6 thd cAn giim lidu o*t""o"ia "ui 
ic"n ,ia, tdn t]ulong chfc ntrng th0n 1i6n quan cldn

tudi.

CHi DTNH

O.o aorrgoYOt nh6n thdn kinh
pregabalin ilugc chi <tinh di6u tri cho benh nhdn dau do nguyen nh6n thdn kinh trung ddng va ngo4i bi6n I ngr/di ldn

3r:::Ji* artc chi trinh didu tri phq trQ I ngrrr)i lcJn vdi bQnh dQng kinh csc bQ c6 hav kh6ng toin thd h6a thrl phdt'

Rdi loan lo 6u lan t6a

e..guUuti, tlU<rc chi dinh ttidu tri rdi loan lo 6u lan t6a (GAD) 6 ngrldi ldn'

Ldu L[jONG vA cAcn ot)Nc
LiCu trJdng:
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Khodng lidu tr) 150 tldn 6ffi mg m6i ngiy chia hai ho6c ba ldn.

Dau do nguyAn nhdn thdn kinh
Khuydn cdo bdt ddu didu tri vdi lidu 150 mg m6i ngdy, chia hai hoic ba ldn. Dga vio khi ntrng tl6p rlng vi dung nap

tr6n tilng bQnh nhdn, c6 thd ting li6u l6n 300 mg m5i ngiy sau khoing 3 ddnT ngiy. C6 thd drlng li6u ldn nhdt 600 mg

m6i ngiy sau I tudn nrta dtng thudc.

DQng kinh
Khuydn ciio bdt ddu rlidu tri v<3i lidu 150 mg m6i ngiy, chia hai rldn ba ldn. Dua vio khi nlng ckip r?ng vd dung nap

tr€n tyng bgnh nhfln, c6 thd tang lidu l€n 300 mg m5i ngiy sau I tudn dDng thudc. C6 thd tdng li6u ldn nh0't <Idn 600 mg

m6i ngiy sau I tudn nria dDng thudc.

Rdi loqn lo du bn tda

rc,uy& crio ding 150 <ldn 600 mg m5i ngdy, chia hai hodc ba ldn. Cdn ildnh giri thrldng xuy6n trong qu6 ntnh didu tri'

t-idu ban diu khuydn ciio ding l;0 mg ;6i ngiy. Dr/a vio khi nlng ilip ri'ng vi dung nap cria m6i benh nhdn, lidu c6

thd ung l6n 300 mg m5i ngey-ru, I tuin dtng thudc. Sau I tudn nf,a <Itng thudc c6 thd tang li6u l6n 450 mg m6i ngiy,

lidu ttfi oa li 600 mg m6i ngiy.
Ngitng srt dyng
Dua rr6n cdo nghien crlu ldm strng hiQn tai, cdn dtng thudc <tdn ddn it nhdt trong I tudn kh6ng phq thuoc vio chi dinh'

C6c tnJtlng hflP tlac biQt

B?nh nhdn suy thQn
pregabalin duqc rhei trt ra kh6i hQ tudn hoin chri ydu bhng thii tri 6 than drrdi dang kh6ng ddi' D0 thanh thii

pregabalin ti lQ thuan vdi cto thanh thii creatinine, cAn gi6m ii6u 6 benh nhan c6 tdn thrlcmg chfc nlng th6n theo d0

(C1.,) (B6ng 1)thanh thiii creatinine
Pregabalin du(,c thei

thdm phdn mriu, li6u

gir) thdm phin mriu.

trr) ra kh6i huYdt tddng vtli c6c bQnh nh6n thdm ph6n m6u

hing ngdy cria pregabalin c6 thd didu chinh d{a vdo chtlc

( 5OVo tong4 gid)' Vtli c6c bQnh nhdn

nlng th{n. CAn bd sung li6u sau m6i 4

1. Di6u chinh lidu vio chtlc

Tdng ti6u hing ngirY Pregabalin Chd tlQ liCuTdc tIQ thanh thii
creatinine (CLJ (m!&4!)-

Lidu khdi ddu Lidu rdi da (mg/ngiY)

>6O t50 600

>30 - <60 75 300 Hai 6n m6i

>15 - <30 25-50 150
MOt hoac hai ldn m6i

25
lan mol

<15

Lidu bd sau khi thdm mau

25 100 Lreu
$fi,

BAnh nhdn suY gan

Kh6ng cdn didu chinh 1i6u d bQnh nh6n suy gan'

f:!.::i:l[', ,ru cta pregabalin tr6n bonh nhin drrdi 12 udi ve thanh thidu ni6n (12 ddn 17 tudi) chda ttdoc nghi.n

crlu. Chrla c6 Oi liQu cg thd.

BQnh nhan bn tudi Otan 65 tudil

CAn giim lidu pregabalin ddi vdi bCnh nhdn ldn tudi do suy gi6m chr?c nf,ng thin'

C6ch dtng:
fnudc OUng OrrOng uting. Dtng theo s1r chi din cta b6c s!'

Pregabalin c6 thd udng hic d6i hoic no'

cHdNG cui olwn :

Qu6 min vdi pregabalin hay bdt ki thinh phdn nio cfia thudc'

cANn nAo vA rHAN rRQNG

'ri:::!:if;::\:lfl:rniQn tai, moisd bQnh nh6n d6i th6o duong ttrng cdn khi didu tri brng pregabarin cdn di6u

chinh vtli thudc ha drrdng huYdt'

!::r\:"'ff"$i ,^ onurLlng qu6 m6n sau khi sfr dung pregabalin tren thi rrudns, bao gdm cdc t.rtrng hQp phil mqch'

Cdn dilng st dung pregabalin ngay khi xudt hiqn 
"a" 

tiO"u'"ni,,g pht mach d m4t' quanh miQng hay dudng hO h6'p tren'

MQt sd ph6n rlng qud m6n: ch6ng mlt, ngi ld md, mdt ! thr?c, nhdm l6n vi suy nhrloc than kinh' Do tI6. d6 g6y ra tdn

thudns do tai nan rrdi ru;';;;.|,.n;;r,a,ircn,rdi.;;r';;; t'fng 
"t'o 

ddn khi bQnh nhfln dd quen vtli tric dung cta

thudc.

i:!"!*1ff""#il7 n u^so6t, ti lQ bQnh nhin md thi rrlc d6 drrc,c b6o crio khi srl dung pregabalin l6n hon ,u benh

nh6n dtng gii drroc. Trong cdc thrt nghi€n cfu l6m ";*",ig. 
ni"n ti6m tra thi giric, ti to ginm thi ,1c vi thi tnrdng m{t

Jj
.4
4
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thay ddi d bQnh nhdn di6u tri blng pregabalin ldn hon bQnh nhdn dtng gi6 duqc, ri l-6 tl6y mdt thay ddi d benh nh6n

ding di6u tri bhng pregabalin l<ln hon bdnh nhdn ding gid drrqc.

Tr€n thi tiltrng, cdc phrin rlng phu tr€n thi gir{c dA duqc bdo c6o, bao gdm mdt ttri tgc, nhin md hay cdc thay ddi vd thl

giric khiic, thydng cdc phrin r?ng nhy li tho6ng qua. Dtng st dung pregabalin c6 thd girii quydt vi cii thiQn cdc tdc

dqng phg niy.

Suy thQn

M6t sd tlrdng hclp suy thf n iIfl drfdc b6o cdo khi sr? dung pregabalin vi khi ngfing sfi dung pregabalin iti tl6o ngrrqc lai

tric dung phg niy.

Srt dpng itdng thtti vti ctic thudc chdns ilfing kinh

Ctura c6 afi Of tieu vd vigc ngUng srl dung khi sfr dqng rldng thdi vdi cric thudc chdng <long kinh khdc

Ti?u chtng cai nghiQn

Sau khi ngrlng srl dung pregabalin sau mQt thdi gian ngdn hodc dhi didu trl, triQu chrlng cai nghiQn tla quan s6t tht'y I
mqr sd benh nh6n. M6t s6 trigu chring rti quan s6t tfdy] mdt ngrl, ilau ddu, lo 6u, ti€u chiy, hQi chr?ng crim' clng thEng'

trdm cim, ctau, co gi{t, rdng tidt m6 h6i ve ch6ng mat. eenhihin cdn th6ng b6o cdc triQu chrlng niy khi b{t tldu srl

dgng thudc.

Co giit, bao gdm ci tlQng kinh vi co gi4t manh c6 thd xiy ra sudt qud trinh sti'dung hoic trong thdi gian ng{n sau khi

nging dtng thudc.

Kh6ng cri dfr liou vd ti lQ vi triQu chr?ng cai nghiQn nghiem trong li6n quan sudt qud Einh di6u tri vi li6u hldng c0a

pregalalin khi ngung di6u tri sau thtri gian dai <li6u tri bhng pregabalin'

Suy tim sang huYdt

D6 c6 brio cdo suy rim sung huydt vdi m6t sd bgnh nh6n dr)ng pregabalin. cdc phin rlng niy hAu nhu xiy ra 6 bQnh

nhdn k1n tudi c6 t6n thudng tim mach khi ding pregablin Ai6u tri aau ao nguyen nhdn thdn kinh' CAn th{n trong srl dUng

pregabalin6nhfrngb€nhnhdnnay.Ngungs&dgngpregabalinc6thdgiiiquydtcdcphrinrlngniy.

Didu tri dau do nguy6n nhdn thdn kinh trung udng do t6n thrrong tfiy sdng'

Didu tri dau do nguy6n nh6n thdn kinh trtrng udng do trSn thuong triy sdng c6 thd gay mOt sd t6c.dung phq.tren h0 thdn

kinh trung udng, d4c uiet ri'urJ" 
"g,r. 

No 
"ir 

thd-do hiQu ,rng p"n* khi dtng kdt ngp vdi cdc thudc cdn thidt kh6c (vi dq

nhrl thudc chdng co giit). Cdn *". i6t dtdu tr! blng pregabalin trong nhilng trfdng hqp nay'

i'nghivihitnhvitVltfr 
)nh nhdn di6u ui vdi thudc chdng rlQng kinh. Mot phdn tich ngdu

Y .Igr,i ,a hdnh vi fiI trt de duqc bdo c6o 6 mOt sd b(

nhi6n tdng hcrp cria c6c thu6'c chdng dQn3 kinh cfrng cho thdy tilng nhe nguy cd f ngtii vi hinh vi w tf ' Cd chd crla cdc

nguy cd ney chda 16 rdng vA cac AitiCu riQn hlnh kh6ng thd lo.i trt li do tlng nguy cd niy cta pregabalin'

v] viy, bQnh nhdn can duqc gidm srit c6c da'u hi6-u c0a f nghi vd hdnh vi tr,r ttl, vi ndu cdn thi6t cdn ph{i dtlgc tli6u tri'

Suy gidm chfic ndng ihtitng tidu h6a

Di c6 m6t sd biio c6o gi6m chrlc nlng drrdng ti6u h6a (tdc ruOt, liOt ruot' t6o tr6n) khi dtng d6ng thdi pregabalin vdi

m6t sd thudc c6 khi ntrng gdy t6o b6n nhrJ rnua" giail iuu "or* 
*t ding <t6ng thdi pregabalin vd c6c opiod cdn c6

c6c biQn ph6p lim giim t6o b6n d4c biQt d ph'1 nfr vi ngrrtli gii'

Y{r!::rrj:X'"m dung thudc 6 mot sd rrudns hop. cdn than ffons sf dsng th.dc 6 nhfing bQnh nhan c6 tidn sfr l4m

rlung thu6c vi bonh nnan .dn drrqc gidm s6t 16 nhrng triou chrlng lam dqng thudc.

BQnh ndo
pa 

"o 
Uao c6o vd bqnh nio xiy ra' hdu hdt 6 bQnh nhin tidm An nguy co bQnh ndo'

X:;:":#t"#:r1",3r'J.o"ur,ydrate. B.nh nhdn di truy.n hidm gdp kh6ng dung n4p galacrose, thidu hqt Lapp lactase

nuite- hdp thu glucose - galactose khting nOn dDng pregabalin'

ANn nUdNC rnEN xrri, NANG LA { xE va vaN HAN'H rw(v ltQc. 
.

pregabalin c6 thd gfly "n;;; 
;;;, ";tl. ,no, mdt y ;;";;;;nhdcrc thdn kinh. cdn th{n trong khi l6i xe vi vin hinh

miiy m6c khi sfr dr;ng Pregabalin'

;Xfli,"T:"ffiy$t"r. y6u qua nuo-c ti6u du6i.d4ng kh6ng d6i ve chuv6n h6a kh6ngd6ng k6 (<27o.dane bi6n <loi <tuqc

tim th6y trong nu6c ti6u), kir6ngric ch6 chuy€n frO"ii"r6lt e", invitro, vi kh6ng li€n fiit p't"ln huy6t tuong' kh.ng gAy

tuong t6c duo. c clQng hqc'

qc

-

.;i i
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I
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Phdn tich nghiAn ctu drqc ilQng hgc trln in vivo vd tAn cQng il6ng
Nghidn criu invivo, kh6ng quan sdt thdy trr<tng tdc dr/dc dQng hoc gifra pregabalin vi phenytoin, carbamazepin, acid

valproic, lamotrigin, gabapetin, lorazepam, oxycodone hay ethanol. PhAn tich ddQc ilQng hoc tr6n cQng <ldng dd chi ra

rhng thudc tidu dutlng, lcti tidu, insulin, phenobarbital, tigabin vd topiramat dnh hudng kh6ng cldng kd ddn d0 thanh thdi

cfia pregabalin.

Thudc trdnh thai ihlitng uing, norethislerune vdlh@c ethinyl oestradial

Sfi dgng ddng thili pregabalin vi thudc trdnh thai rtrrdng udng norethisterone vi/troic ethinyl estradiol kh6ng rinh huBng

ildn trang thdi dugc dQng hc.rc dn dlnh cria hai duoc chdt.

Ethanal, lorazepam, oxyc odon
pregabaiin cO if,d'nm tdng t6c ar,rng cta ethanol vi lorazepam. Trong ciic nghiOn crtu lAm sdng c6 kidm sodt.

pregabalin vdi lidu cla li6u dtng kdt hqp vdi oxycodon, lorazepam hay ethanol kh6ng gdy ra 6nh hrlBng nghiOm uong

tren trO trdp. Sau khi hnr hinh, di c6 bdo c6o suy h6 hA'p vi h6n mO 6 mot sd benh nh6n ding kdt hgp pregabalin vi c6c

thudc chdng trdm cim t6c dung tr€n thdn kinh trung dctng kh6c. Pregabalin dudng nhu lam tf,ng them su giim nhin thfc

vi chfc ndng vfn dQng tdng thd g6y ra bdi oxycodon.

BQnh nhdn lfin tudi
ChUa c6 nghien cfu cu thd nrong t6c drltlc lgc hoc tren b€nh nhdn ldn tudi'

SiI OUNC CHO PHU NiI C6 THAI VIi CHO CON BO :

Ph4 nil mang thai
Chrra c6 dfr liQu tldy dti vd vigc srl dung pregabalin tr6n phu nfl mang thai'

c6c nghi€n cfu tr6n tt6ng vit cho thdy c6 dQc tinh v6 sinh s6n. Nguy cd ddi vdi ngudi la chrla x6c dinh'

pregaLalin kh6ng n€n st dgng trong sudt quri trlnh mang thai trt khi th0t cdn thidt (ndu lOi ich ddi vdi mq ldn hdn nguy

ctl tr6n thai nhi.)

Cho con brt

Chua xdc <tinh duQc pregabalin c6 drlQc bni tidt ra sf,a hay kh6ng, tuy nhi€n pregabalin duoc bai ddt ra s{?a tr€n c6c

nghien crlu ,1 
"tuOt 

nf,a,. Vi vay, phu n[ thti kl cho con bri kh6ng nen khuydn c6o didu tri blng pregabalin'

Khd ndng sinh s,in

Chua c6 dfr liQu l6m sing vd tiic dung cria pregabalin tr6n khi nf,ng sinh s{n'

Trong m6t nghi€n crlu ldm sdng <trintrgia tec dung cua pregabalin tren khdndng di.chuyiin cta tinh trung, c6c.tinh nguyQn

khoe manh <lugc dtng pregabalin voi lidu 600 mg/ngdy. T",i: ,f,""g, k6t qua chi th6y kh6ng c6 sg dnh truong a6n khA nf,ng

di chuy6n cria tinh tring.

TAC DUNG KHONG MONG MU6N (ADR)

Chuong trinh nghien crlu l6m sdng pregabalin vtli khoang 8900 bOnh nhAn di6u tri blng pregabalin' trong tl6 c6 khoing

tr6n 56(D b-6-nh nhan duQc ddn hinh trong nghien crlu .iool .o kidm so6t. cdc tdc dung kh6ng mong mudn phd bidn la

ch6ng mdr vI bu6n ngt. Mfc rl0 t6c dung phu tt nhe ddn trung binh. Trong nghi0n crlu c6 kidm sodt, ti lQ ph6i ngrrrag srl

dqng li kho6ng l2Vo d6iv<1i bQnh nh6r, CDng pregabalin vir 5Vo vdi b-6,nh nhan dtng gi{ drlOc' Nguyen nhdn ngr/ng s0

ilqng chti ydu li do ch6ng mtrt vi bu6n ng0'

Tdn sudt vi ciic r6c dqng khong mong mudn duoc thd hiQn trong bdng (rdt phd uldn (>1/10), phd bidn (21/100 - <1/10)'

ir g4p el/1000 - <l/lm), hidm g{p el/10000 - <l/lun), rdt tridm gIp (<100o0), kh6ng bidt (kh6ng thd d6nh gid d{a

vdo cric sd liQu hien tai.)

Trong tlidu tri clau do nguyen nhin thdn kinh trung rldng do tdn thudng triy sdng' ti lQ tdc dung kh6ng mong mudn li phd

Uidn tl4c biCt tren hQ thdn kinh trung tldng nhrr bu6n ngt'

t
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Phd bidn

b6n ch6 chdnudmlo
It

https://nhathuocngocanh.com/



khi bdt thrrdng, di6n clat ti kh6 khIn, gi6'c mo b6't thrrdng, tang

ham mudn tinh duc, thil o.

Hidm gap

Kh6ng bi&
Kh0ne kidm chd, t6m trang t[ng
Hung hf,ng

Rdi loan he thdn kinh

Ra't phri bidn Ch6ns mdt. budn nsfi

Phd bidn Mdt didu hda, run, loan ng6n. suy gi6m tri nhd, rdi loan chri f, di
cim, an thdn, rdi loan cdn bhng, ngri lim, tlau rlAu.

[t gap Ngdt, ngdn ngd, rung gift crr, trang thdi t6m thdn hidu dQng th6i
qu6, rdi loan vQn cl6ng, ch6ng mdt tu thd, rung giit nhin cdu, rdi
loan nhin thfc, rdi loan ng6n ngil, gi6m phin xa, mdt tri nhd, rdt.

Hiem gip Ci6m chrlc ntrng vdn <tdng, rdi loan khrlu gi6c, chr?ng kh6 vidt.

Kh6ne biSt Mdt V thfc. ei6m tinh thAn. co eiAt. khri chiu

Rdi loan thi eidc

Phd bidn Nhin md, nhin tl6i
it gep Rrii loan hinh rinh, srlng m{t, khuydt t{t thi trutrng mdt, gi6m thi

hrc. dau m6t. m6i m{l khd m{t. tdne tidt l0

Hidm gdp M0't thi giric ngoai vi, chrlng nhin dao dQng, hoa m{t, ngrla mdt,

eiln aldne tr?, ldc, eidm d0 sdng hinh dnh.

Kh6ne bidt Mdt thi luc, vi6m giiic mac

Rdi loan mC 16 vi thinh eiiic

Phd bien Ch5ng mit
[t cip Tdng thinh lrc
Rdi loan tim mach

It cip Nhip tim nhanh, block nhi thi't d0 I

Hidm edp Nhio nhanh xoang, nhip chiim xoang, loan nhip xoang

Khdng bidt Suv tim suns huvdt, OT k6o dii
Rdi kran mach

It s[p D<1. n6ns brlng mit. tdng ve ha huydt dp

Hidm edp Lanh ngoai vi

R6'i loan hd hA'p, vtng nguc vi trung thdt

It g5p Kh6 th6, kh6 mii
Hidm eip Chiy mriu cam, alau thdt hong, ho, nget mii, vi6m mfri, ngdy ngri.

Kh6ng bidt Phn phdi

Rtii loan ti6u h<ia

Ptrd uidn N6n, kh6 mi6ng, tiio b6n, tldy hcri

it glp D6'y bung, treo ngudc da diy+huc quin, tlng tidt nurlc bot, gidm

xric gi6c

Hidm gap Cd trrrtlng, vi6m tuy, khd nudt

Kh6ng biet Suns ludi, ti0u chiy, budn n6n

Roi loan da vi m6 dudi da

it gip Phdt ban, ung tidt md h6i

Hidm eap Md <Iay, mri h6i lanh

Kh6ne bidt H6i chrlng steven-iohnson, ngla

Rdi ban mO xrr(rng khtlp vi m6 li6n kdt

it gap Co giit, strng khdp, co cfng cd, dau cct, dau khdp, tlau hlng, tl6u

ch6n tay, cfns cd.

Hidm eIp Ti6u ct, v6n, co thdt cd tf cung, dau cd

Rdi kran thin vd tidt ni6u

it gap Tidu kh6ng kidm soiit, kh6 tidu

Hidm e6p Suy thdn, gi6m ni€u

Kh6ng bidt Bi tidu

Rdi loan hO thdng sinh sdn vi tuydn r'{
Phd bidn Rdi loan chrlc nlng cucrng dudng

It saD Xudt tinh chdm, rdi loan chfc ndng tinh duc

Hidm sip Mt't kinh, chiy sfra, dau vf, dau bung kinh, ung thu vti

Kh6ne biSt To vf 6 nam gidi

Rdi loan tai ch6 vi todn thdn

Phd bien D6ng cli bdt thrrdng, clm gi6c say nIdu, mQt m6i, phD mach ngoai

vi, phi nd.
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it cdp Tfc nguc, mOt m6i, khr{t nrrdc, dau, cim giric bdt thrrdng, dn lanh.

Hidm e5p Ph,) toiLn thdn, sdt

Kh6nc bidt Pht mit
Didu tra

Phd bidn TIng cdn

it gap Creatinin phosphokinase mdu ttrng, alanin maninotransferase

tdnq. asoartate aminotransferase tAng, gidm ti6u ciu

Hidm g4p Glucose miiu tdng, kali m6u gi6m, bach cdu giim, creatinin mi{u

tdng, giim c0n.

Ngrrng s& dung sau mQt thdi gian ng{n hay dli tlidu tri bhng pregabalin, triQu chfng cai nghiQn dn dtrQc quan sdt thi'y 6

m6t sd bqnh nh6n. MQt sd phdn fng sau dd drIqc quan sdt thdy: mdt ngfi, <lau tldu, bu6n ndn, lo 6u, ti6u chiy, hQi chfng

c[m, c9 gi6t, clng thflng, trAm cim, dau, tdng tidt md h6i ve ch6ng m5t. B€,nh nh6n cdn dtroc th6ng b6o vd cdc phin

ri'ng niy khi bdt dAu rlidu tri v6i pregabalin.

euA r,duva oriurnl
Theo cdc bdo crio trCn rhi rudng, hdu hdt c6c tdc dgng kh6ng mong mudn liOn quan tldn qud li6u bao g6m: bu6n ng0.

trang thdi nhdm l5n, kich dQng vi b6n ch6n.

Trong trutrng hctp qu6 lidu, cin c6 cdc biQn ph6p h5 trrr vi tidn hinh thdm phin mdu ndu cdn thidt.

TIEU cHUdN cHAr LLTONG: Nhi sdn xudt

HAN DUNG:
24 rhdngkd til ngiy sin xudt.

sd 16 s6n xudt (Batch No.), ngdy sdn xudt ( M,fd, hsn dilng ( Exp.): xin xem t/n nhdn bao bi.

nAo euAN:

Dudi 300C, tr6nh dnh siing vd dm.

sAo euAN

HQp 3 vi x l0 vi€n

Sin xu6t boi:

lL
'oz'
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