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BSTIBALIN 75MG
ESTIBALIN 15OMG

Dd xa
Dgc W sft dpng tru6c khi ding.
Th1ng bdo ngay cho bdc s! hortc dwqc st nhibng tdc d4ng khdng mong mubn grtp phdi khi sth

dqrng thu6c.

THANH PHAN CONG THIIC THU6C
ESTIBALIN 75MG
Thdnh phdn duo. c ch6t: Pregabalin 75 mg
thdnh phdn t6 ducp: Mannitol, Pregelatinized starch, Talc, V6 nang cimg gelatin r6ng size 1 (mdu

vang/miu vang)

ESTIBALIN 15OMG
ThAnh ph6n duqc ch6t: Pregabalin 150 mg
Thanh phdn t6 dugc: Mannitol, Pregelatinized starch, Talc, V6 nang cimg gelatin r6ng size 1 (mdu

xanh ducng/mdu tring)

DANG BAO CHE
ESTIBALIN 75MG
Vi6n nang cimg gelatin, size 1, mdu vang/mdu vang, c6 chria bQt ci5m mdu tr6ng.

ESTIBALIN 15OMG
Vi0n nang cimg gelatin, size 1, miu xanh duong/mdu trfng, c6 chfa bQt c6m mdu tring.

CHiEINH
Eau than kinh
Pregabalin du<r. c chl tlinh trong diAu trf dau thdn kinh o nguoi tcrn.

D6nq kinh
Pregabalin clugc chi dinh didu tri h5 trq dOng kinh cuc b0, c6 hoic kh6ng kdm theo dQng kinh toan
, '.., , , ,. "tne mu pnat o nguol lon.

Ri5i loan lo 6u lan t6a
Pregabalin dugc chi dlnh didu tri r5i loan 1o 6u lan t6a (Generalized Anxiety Disorder - GAD) d
nguoi I6n.
Eau co xo h6a
Pregabalin dugc chi dinh dti didu tri chimg dau co xo h6a (fibromyalgia).

LITU DI]NG VA CACH DIING
Khoang tdu dung tir 150 mg d6n 600 mg m6i ngdy <tu<r. c chia thdnh 2-3 t6n.

Pregabalin c6 th6 u6ng cing thrlc 6n ho4c kh6ng.
^ _,) ,.,t)au tnan nnn
DiAu tri voi pregabalin cO thO bit dAu vdi li6u 150 mg m6i ngdy. Tr)y theo it6p img vd kh6 ndng

dung n4p ciratimg bQnh nhan, ileu dung c6 th6 tang 16n 300 mg/ngdy sau khoang thoi gian3-7 ngiry,
vd ni5u cAn, c6 th6 tang dtin lidu 6i da 600 mg/ngdy sau khoan g7 ngdy didu tri th6m.

Dau co xo hda
Lidu th6ng thudng v6i trAu tr6t UQntr nh6n h tu 300mg dtin 450mg/ngdy cluqc chia lim 2 hn. MOt

s6 bgntr *lan cO th€ dpt hiQu qud diAu tri t6t hon voi tdu 600mg/ngdy. Ndn khdi dAu vdi liOu 75mg,

2lAn/ngiry (tuc 150 mg/ ngdy) vd c6 th6 tdng l6n d6n 150 mg, 2 16n/ngdy (hlc 300 mglngdy) hong
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qua va kha ndng dung n4p. BCnh nnan kh6ng c6 drip rmg dAy dn v6i fidu

rcn fidt 225 mg, 2 ldnlngity (trlc 450 mc/ncay). N6u cdn thi6t, d mQt s6

ng vi khd ndng dung n4p cria tLng bQnh nhan, c6 th6 tdng l6n mirc 1i0u t6i

V6i c6c bQnh nhdn dang phai thAm t6ch mdu, fidu hang ngdy cria pregabalin can dugc diAu chinh
tuy theo chrlc ndng th4n. BOn canh lidu dung hang ngdy, n6n dr)ng mQt lidu b6 sung ngay sau m6i 4

ela li tuin diAu tr! th6m.

Dqng

dung n4p cria timg bQnh nhan, liAu dung c6 th6 t6ng l6n 300 mg/ngdy sau I tuAn. CO thi5 tang d6n

UAu t6i da 600 mg/ngdy sau I tuan didu tri thcm.

Riii loqn lo du lan tdit
Khoang fiAu dnng tt 150 mg - 600 mg m5i ngdy dugc chia thdnh hai ho4c ba l6n. Cdn thudng xuy6n

drffi gi6lai nhu cAu didu tri.
CO *16 Uit aAu eidu tri bang pregabalin v6i ti6u 1 50 mg/ngiry . Dga tr6n e16p img vd khi ndng dung

nap cria tirng b-anh nh6n, c6 thri t[ng fidu toi 300 mg/ngdy sau 1 tudn di6u tr!. Sau khi di6u tri them

1 tu6n fidu dung c6 t[6 tang toi 450 mglngdy. C6 th6 tang d6n fiAu t6i da 600 mg/ ngdy sau 1 tuAn

didutri th6m
Ngmg sri d4ng pregabalin
Niiu phni ngrmg dirng pregabalir; cdn giam fidu tu tu trong thcri gian t5i thi6u h 1 tuan'

BQnh nhdn suy thQn

GiAm fidu 1r6n c6c bQirh nh6n t6n thuong chirc nlng th{n ph6i tuy theo tirng c6 nhAn vd theo t6c tlQ

thanh thai creatinin (CLcr) (Xem phdn Efic tinh duqc ttQng hgc' Duqc ilQng hgc & nhibng nhdm
bQnh nhdn ildc bi€t, Suy thQn), dugc trinh bdy trong bang 1, srl dgng c6ng thrlc du6i el6y:

Clcr (ml/phirt): {t+o-tu6i (nam)Jx cdn nang (kg)
^^--t. ,.1^'x u.6) ool vol Denn nnan nu

72 x creatinin huy6t thanh (mgldl,)

4,
ll'ca

cd
"ft-n
DAI

\

gid tharn tech m6u (xem Bing 1)
Ei6u chinh li6u

BID = Chia thanh 2 li6u/ngdy.

QD = Li6u don/ngdy.

t. chinh li6u presabalin theo chuc

Thanh thii creatinin
(CLcr) (ml/phft) TOng li6u pregabalin hing ngiy (mg/ngiy)* ch6 dO uAu

>60 150 300 450 600 BID ho[c TID

30-60 75 150 225 300 BID hoqc TID

15-30 25-50 75 100-150 150 QD ho[c BID

<15 25 25-50 50-75 75 QD

LiAu b6 trg sau khi th6m t6ch m6u (mg)**

^. r.i r "
BQnh nhen dung li€u tlon 25 mg/ngdy: dung th0m mQt lidu b6 sung 25 mg ho{c 50 mg
BQnh nhan dung li6u drm 25-50 mg/ngdy: dung th6m mQt li6u b6 sung 50 mg ho{c 75 mg,, ,.;. ,
Bpnh nhan dung li6u <tcm 50-75 mg/ngdy: dung th6m mQt liOu b6 sung 75 mg hodc 100 mg
B0nh nh6a dung li6u dsn 75 mg/ngdy: dung th6m mQt li6u b6 sung 100 mg hodc 150 mg

TID = Chia thdnh 3 li
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* T6ng
** Lidu
Dilng
.Knong can

0 nhibng ntu5m ilrtc bipt, Suy gan).

r) cAn chia theo ch6 dO fidu n6i tr6n d6 cung c6p mg/lidu.
th6m duy nh6t
gan
nh6a suy gan (xemphdn Dfic tinh dugc itQng hgc, Dugc ctQng hoc

Dilng thuiSc cho trd em vd thiilu nien il2-17 tuiii)
Su an toan vd hiQu qui cta pregabalin cho. tr6 em du6i 12 tu6i vd thi6u ni6n chua duqc thi6t bp.
Kh6ng n€n dung thu6c cho tr6. em (xem ph6n C6c dt liQu aa toan tidn hm sang).
Dilng thu6c cho nguiii cao tuiii 6rCn 65 tu6il
Ngudi cao tu6i co a6 can ginm lidu pregabaiin do chrlc ndng th{n suy giam (xem phAn ogc tinh
duqc @ng hgc, Dttgc ttQng hoc & nhfrng nhdm bQnh nhan ddc biQt, Ngndi 

"ai 
tu6i licn os

tudi)).
C6ch dr)ng
Dung bAng duong u5ng.
Pregabalin c6 th6 utSng cing ho{c kh6ng cirng thirc dn.

CHONGCHiEINH
Qu6 man cim v6i ho4t ch6t ho{c voi b6t k} t6 du,o. c ndo c6 trong thanh ph6n cria thu5c.

cANy BAo vA rHAN rReNG KHr srlDUNG rHU6c
MOt s6 bOnh fian dii th6o duong bi tdng can khi dung pregabalin c6 thri cdn didu chinh viQc dnng
c6c thu6c h4 ttulng huy6r.
sau khi luu hdnh thut5c, da c6 nhtng b6o c6o vd phan rmg q',i man, bao gdm ca phi m4ch, c6n
ngrmg srl dgng pregabalin ngay n6u c6 tri6u chimg phir mach, nhu phn mat, phn quanh miQng, ho{c
phi duong h6 hAp tr6n.
Di6u tri bdng pregabalin thudng x6y ra ch6ng m{t vd budn ngri, c6 thri tdng nguy co x6y ra c6c tai
nqn do ch6n thuong (ngd) 6 ngudi cao tu6i. Da c6 c6c b6o c6o sau khi luu rraofrirro6" ud - i,itn*,
hi 6n vd sa sirt thh then. Do v,fly, bQnh nh6a phai iruqc chi aa, .a" trta" tdg ;;d.5; il quen v6i
c6c t6c dgng kh6ng mong muiin c6 th6 xiy ra cria thu6c.
Sau khi luu hinh thui5c, dd c6 bdo c6o vA tinh trgng mo m.6t nh6t thcf vd mQt s6 thay doi nrac vd thi
lY: IT b"..+ +T dirng pregabalin. Khi ngrmg ddng thu5c, c6c triQu chrmg vA thi ilrc rar 

"o 
tl6 re

h6t ho{c gi6m bot.
chua c6 c6c dt liQu day dri v_d viQg ngmg srl dgng k6t hqp pregabarin v<ri c6c thu<ic ch6ng <rQng

Itgq6" de dat t6i don tri riQu v6i pregabalin, *u m aa'ia'6r"soat euqc con dong kJ ua did.,rl Ker nqp.
Trong <tidu tri ng6n hqn vd dai han v6i pregabalin, sau khi ngr.mg thur5c, d6 quan srrt th6y hQi chring

:r, F 6" 3*,Tgl .? rcm ma". cac tac aing auq" nhi" a6"n s6;;;, ;;;;;; la,i, L"a" 
"u"]lo ldng, va m6 h6i vd ti€u chAy.

Pregabalin chua duoc x6c di{r ld c6 t6c dQng trOn c6c thr,r th6 li6n quan d6n c6c ro4i thu6c bi ram
dpng. Ed c6.nhtng b6o c6o vd c6c trudng hqp. dung thu5c sai va r4m dung tt u6" ,u., tt i t* naon
cflng nhu bat kj' lopi thu6c t6c dQng trcn tro aan tiih trung uong (bNsj ,,i", .a, auor, gia .a" *,a"
bcnh ilan vd tian srl lam dung thuric vd quan s6t cac a6u"higu dring sai hay l4m dqng pregabalin
tr6n bdnh nhdn (vi du: bidu hiQn rdng dung n4p rhudc, tdng riau ttru6i r,a"r, 

"i 
ti, ki#,1"a'.1.

Y4:^dl,P hlyg-cua viQc ngimg thu6c trdn suv tnan co hoi phsc chua duoc nghidn cr?u mQt crich
co ne mong, da c0 bao c6o rdng chric ndng th{n dugc cai thi6n sau khi ngrmg ho[c gi6m fiau
pregabalin.

M{c. di chua x6c ctinh elu-o. c mtii quan hQ nh6n qui gita viQc ding pregabarin vd b6nh suy tim sung
huyiSt nhrmg da c6 mot s6 b6o c6o sau khi luu ha"rr irru6. 

"'d 
uenr, .^uy i. ,ung rruyEo--ot s6 bonl
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m6J s6 tht nghiQm ngin han h6n c6c bQnh nhAn kh6ng c6 d6u hiQu

ho{c m4ch ngo4i vi, kh6ng cO mOi fien hg 16 rdng gita phi ngo4i vi
nhu tdng huytit ap ho{c suy tim sung huyr5t. Do dt liOu tr6n c6c bQnh

cdn hqn ch6, cdn thfln trqng khi dr)ng pregabalin trdn c6c bQnh nh6n
kh6ng mong mut5n).

Khuy6n c6o khi k6 don pregabalin d6ng thdi v<ri c6c thu6c nh6m opioid do nguy co rlc
chd hQ th6n kfuh trung uong. Trong mQt nghiOn cr?u quan s6t tr6n ngudi dung opioid, nhftng bQnh

nh6n dtng pregabalin ddng thoi vdi mQt thu6c nh6m oipoid bi tdng nguy co trl vong li6n quan dtin
opioid so voi nhtng bQnh nhan chi dr)ng opioid don dQc (ti lQ ch6nh lQch dd diAu chinh [adjusted
odds ratio - aORl, 1,68 [Cl 95%,l,I9 d6n2,36]).
Phu nt c6 khA ndne mane thai/TrAnl thai
Srlr dUng pregabalin trong ba thr{ng ddu ti6n cria thai Ic} c6 thA gdy n cAc di tAt bim sinh nghidm
tro. ng d thai nhi. Kh6ng non srl dgng pregabalin trong thoi lcj mang thai tru khi lgi ich cho ngudi
mg cao hon rd rdng so v6i nguy co tiAm in cho thai nhi. Phg nt c6 khi nlng mang thai phii sri dgng
biQn ph6p tninh thai hiQu qud trong quri trinh didu hi (xem phdn Srfr dgng thudc 0 phg nit c6 thai
vir cho con bri).
Hdm lucrne natri
Pregabalin chla it hcm I mmol natri (23 mg) m6i viOn nang crmg. BQnh nhAn cO ch6 dq dn it natri
c6 th6 <tuo. c th6ng b6o rdng san phAm thui5c ndy vd co ban ld'kh6ng chr?a natri'.

TTIoNG TAC, TrtoNG KY CUA THUoC
Do pregabalin dugc thii trt chn y5u qua nu6c ti6u & dang chua chuy6n h6A luSng thu6c chuy6n
h6a kh6ng d6ng k6 1< ZX ctra tdu dirng duoc tim th6y trong nu6c ti6u 0 dqng t16 chuy6n h6a), kh6ng
ric chi! chuy0n h6a thui5c in vitro, vd khdng g6n vni protein huy6t tuong, pregabalin kh6ng t4o ra
tuong t6c, ho{c bi tuong tdc dugc clQng hqc
Trong c6c nghiOn crlu rn vivo, kh6ng quan s6t thdy tucrng tiic dugc <lQng hgc 16m sang gita
pregabalin v6i phenytoin, carbamazepin, acid valproic, lamotrigin, gabapentin, lorazepun,
oxycodon ho{c ethanol. PhAn tich dugc d6ng hoc tr6n firng nh6m d6i tuqng dd chi ra rdng c6c thu5c
diAu tri d6i th6o dudng dung duong uiing, c6c thuiSc lqi ti6u, insulin, phenobarbital, tiagabin vd
topiramat, kh6ng c6 6nh hu0ng lAm sdng d6ng k6 nio d6n t6c dQ thanh th6i pregabalin.
Dung ddng thdi pregabalin vdi c6c tlu6c hrinh thai ttudng u6ng norethisteron vd,/hoic ethinyl
estradiol kh6ng anh hudng d6n sp 6n dinh vo duo. c rlQng hgc cua c62 thu6c. Pregabalin c6 th6 6nh
hudng tdi tric dung cria ethaaol vd lorazepam. Trong c6c thrl nghiQm lAm sang c6 d6i chrmg, dung
nhiAu tdu pregabalin. dudng u5ng k6t hgp vdi oxycodon, lorazepam, hodc ethanol kh6ng g6y t6c
<lQng tdm sang quan trgng ndo tl6n hoat clQng h6 h6p. Pregabalin dudng nhu ldm tdng thCm r6i loan
nhan thfc vd chtc ning vQn dQng t6ng th6 gdy ra bdi oxycodon.
sau khi luu hdnh thui5c, dd c6 c6c b6o c6o vir suy h6 h6p vd h6n m€ 0 bOnh nhan dirng pregabalin
vd c6c thu6c rfc cn6 Uran nnl trung uong kh6c. D6 c6 c6c b6o c6o sau khi luu hdnh vC cric bi6n c6
li6n quan d6n giem chrlc ndng <ludng ti6u h6a du6i (vi d9: tic ru01, fi.t ruOt gay tric ngh6n, t6o b6n)
khi dirng pregabalin vcri c6c thui5c c6 kh6 ndng gdy t6o b6n, vf du nhu thuiic giAm tlau nh6m opioid.
chua c6 nghi6n cr?u cg th6 ndo vc tuong t6c duoc lgc hqc du-o. c ti6n hanh tr6n ngudi tinh nguydn
cao tu6i.
Tuong ky.: Kh6ng 6p dtmg.

srl DUNG rHU6c o rnq Nrl/ c6 THAr vA cHo coN B0
Phu nft c6 thai
C6 it dt liQu vd vi6c dirng pregabalin d phr,r nt c6 thai.

nhan
nav (
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Dft
v6i

s6t, trong c16 bao g6m hon 2.700 phu nt mang thai de phoi nhi6m
liQu duo. c thu thQp thudng quy tir c6c co quan quan $ vd dAng ky y

ti tai ol
co bi di

Na Uy vd Thuy Ei6n, kli6ng cho th6y hiQn tuqng tang dring k6 c6c nguy
trgng, k6t cuc b6t lgi khi sinh hoac ktSt cpc ph6t tri6n than kinh b6t

thudng sau sinh 6 nhtng php nt mang thai phoi nhiSm v6i pregabalin.

C6c di t6t bAm sinh nehidm tronq
, . , -.;.Ti lQ luu hdnh di6u chinh (adjusted prevalence ratio - aPR) vd khoang tin c{y (confidence interval

- CI) 95% trong phar tich t6ng hgp tiOu chuAn cho cAc trudng hqp phoi nhi6m vcri pregabalin don
tri liQu so voi c6c tru<mg hqp kh6ng phoi nhi6m vcri thu6c ch6ng dQng kinh trong ba th6ng el6u thai
kj' 1d 1,13 (0,96-1,33).
^, , t. . , i.
Cac ket cuc khi sinh va kot c@

ch6t luu, cdn n{ng so sinh th6p, sinh
non, tu6i thai nh6, di6m s6 Apgar th6p vd t{t dAu nh6.
O nh6m d5i tuqng trd em phoi nhi6m trong tri cng, nghiOn criu ndy kh6ng cung c6p bAag chung vO

hiQn tugng ting nguy c<r bi r6i loqn tdng dQng gi6m chri j (Attention Deficit Hyperactivity Disorder

- ADHD), c6c ri5i lo4n ph6 tu kj' (Autism Spectrum Disorder-ASD) vd thi6u ning tri tuQ.

Cric nghiOn ciru tr6n d6ng vdt dd cho thAy t6c dgng gdy dQc diin khd ndng sinh san. Kh6ng nOn dung
pregabalin khi dang mang thai tru khi lcri ich cho ngudi mg vuot trQi nguy co c6 tJr6 xdy ra cho thai
nhi. Phai sir dgng c6c.biQn ph6p tr6nh thai hiQu qud cho phu nt dang trong d0 tu6i sinh d6.

Phu nic cho con b
Pregabalin du. c bdi tiiit vdo sta d phg nt dang cho con bf (xem mr4c D(c tinh dtqc ctQng hgc).Do
tinh an toan cria pregabalin d tr6 so sinh chua ttugc bitit, kh6ng khuy6n c6o nu6i con bdng sta m9
trong khi ctang cliAu tri bdng pregabalin. Khi quyi5t dinh ndn ngimg nu6i con bdng sta m9 hay ngimg
didu t{ bang pregabalin, n6n cAn nhic lqi ich cira viQc nu6i con btug sta mg cho tr6 vd lgi ich cira
viQc diAu tri cho m9.

ANH nrJcrr{c r,tN rcrA NANG LAr xE vA vAN HANH MAy M6c
Pregabalin c6 th6 g6y ch6ng m{t ho{c budn ngir vd do vfy c6 th6 inh hu6ng t6i khi ndng lii xe
hoqc van hdnh m6y m6c. BQnh nhen dugc khuyOn kh6ng n6n 16i xe, vQn hdnh m6y phrlc t4p ho{c
tham gia c6c hogt ilQng m4o hi6m kh6c cho dtin khi bi6t duqc thu6c c6 6nh hudng di5n khd ndng
thqc hi6n c6c ho4t dQng ndy kh6ng.

Ti.c DUNG KHONG MoNG MUON ctA THU6c
Chuong trinh tht nghi-6m 1Am sirng voi pregabalin du. c tir5n hanh tr6n hon 12.000 bQnh nhan dung
pregabalin, trong d6 h€n 7.000 ngudi tham gia thir nghiQm mt d6i c6 d6i chimg voi giA dugc. C6c
tic dpng khdng mong mu6n thudng gdp nh6t du-o. c b6o c6o bao gdm ch6ng m{t vd budn ngri. C6c
t6c dqng khdng mong mu5n thudng d mrlc dQ nhe d6n I'rla. Trong t6t cir clc nghi0n cfu c6 tt6i
chirng, fj lQ ngrmg dung thuiic do g{p t6c dgng kh6ng mong mu6n ld14% tr cric bQnh nh6n dung
pregabalin vd 5o/o 6 cilc bQnh nh6n dung gi6 dugc. C6c t6c dgng kh6ng mong muiin ddn d6n viQc
ngung thu6c nhi6u nh6t O ntrOm dung pregabalin ld ch6ng mflt vd buiin ngir.
C6c tlc dpng kh6ng mong muiin li6n quan cl6n didu tri durp chgn lgc qua phAn tich gQp tn dt liQu
cira c6c cuQc nghiOn criu 16m sang du-o. c liQt kC hong bang dudi dAy (Bang 2) theo phdn loqi hQ th5ng
- co quan (System Organ Class - SOq. Tan su6t crla c6c thuQt ngt sau ddy du-o. c dqa vdo c6c t6c
dung kh6ng mong mui5n cira thuiSc c6 tinh ch6t nhdn quA thudn tuy hong bQ dt liQu thir nghiQm lAm
sang (rAt thuong eap (>1/10), thuong gep (>1/100, <1/i0), it gap (Z 1/1000, < 1/100) vd hiiim g4p
(< 1/1000).
C6c tric dqng kh6ng mong mu6n cria thu6c tiQt kd trong bang c6 th6 t6n quan dtin c6c bQnh tidm An
vd./ho{c c6c thui5c pfri5i trqp.
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r'ffirnsmu6n ra rhft I6m

ilffitR-,W
drstvTE- | " lltffiwug mong mu5n

xru6. nrruffi'kj sinh trnng

Thuong gflp Vi€m mfii hgng

R6i lo4n m6u vd hp b4ch huy6t

It gep Giim b4ch c6u trung tinh

R6i loqn dinh dudng vi chuy6n h6a

Thuong g4p Tdng cim gi6c ngon miQng

it gap Ch6n dn, h4 tludng huy6t

R5i toan vA tam *raa

Thudng g4p
1 '. ax : " !. -Hrmg cam, lu lirn, cau klnh, triim cam, roi loan dinh hu6ng, mat ngt, gifun

ham mu6n tinh duc.

it eip
Ao gi6c, thao thrlc, bdn chdn, khi $5c gi6m, khi sEc $ng, tinh khl th6t thucrng,
mQng mi, kh6 diSn dat bing ldi n6i, fing ham mu6n tinh apc, m6t kna nang
<l4t cgc khodi.

rllem g?p Ho6ng loan, thitiu kidm ch6, ttrO o.

ROi loAn he then knh

R6tthuoq gap Ch6ng m{t, buiin ngri

Thuong gap
Vt6t didu hda, ptrOi hqp tdt thuong, run, loqn vfln ng6n, m6r tri nh6, suy giAm
tri nh6, mdt t{p trung, di cim, giim cArn gi6c, giim <lau, r5i logn thang b5ng,
ngtlim.

It gap
{SAt, chrms giat co, tang hoat dQng tdm th6n vQn rlQng, ri5i loan vdn rl6ng,
ch6ng m{t tu thO, run hiiu !, rung gi{t nhdn cdu, r6i lo4n nhan thric, r6i loan
ng6n ngt, ginm phAn x4, tilng xric gi6c, ctrn giac rit b6ng.

rllem gep Sirng sd, loan khriu gi6c, gi6m v{n dQng co, m6t vi gi6c, chring kh6 vi6t

R6i loqn vd m6t

Thucng gqp Nhin md, song thi

\q
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"aIt gip l[>(nrrr-r
\\*\ ^i.

ry**, dfiSut ngo4i bi6n, r6i loan thi lsc, srmg m6t, giam thi.truong, eiam g{
tstrOt$y-ilrat, moi m6t, hoa m6t, kh6 m6t, tilng chdy nu6c m6t, kich img m6t.

Hi6,"sar& ^ 7rnol/ .\.,., ., -r., ^-^ ^ .- r^
" 
r#oPwng ve rru luc. may oor cam nn?n ve o.9 sau cua ann, gran oong Iu, lac

\ 
^N\:/a/ 

'
ffidnh nhin b! sang.

R6i loan vO tai vd tai trons

Thuong g4p Ch6ng mlt

It gap TAng thinh lpc

R6i lo4a vA tim

it gap Nhip tim nhanh, block nhi thdt tlQ l, nhip chQm xoang

Hi0m gfp Nhip nhanh xoang, 1o4n nhip xoang

Rtii loan vA mach

It gap H4 huydt 6p, tiing huy6t 6p, n6ng bimg, d6 brmg, lafi chdn tay

R6i loan h6 h6p, nggc vd trung th6t

it eap Kh6 thd, chiy m6u cam, ho, sung huy6t mfi, vi6m mfii, ng6y

nlem g?p Tdc nghdn hong, khd mfii.

Ri5i loqn tludng ti6u h6a

Thuong g4p N6n, t6o b6n, ctAy hoi, truong bUng, kh6 miQng

it gap Trdo ngugc dq ddy thlrc quaa, tdng ti6t nu6c bgt, gi6m xric gi6c 0 miQng

Hi6m gap Trdn dich ming bgng, vi6m trry, kh6 nudt

R6i loan da vd m6 dudi da

it eap Mqc n6t san d6, n6i md day, to6t m6 h6i

rllem gap i , ^., ,
I OaI mO nol la l

-,(., lr" . ^r.^ rr.Kor ro?n ve ne c0 xuong va mO llen Ket

Thuong gip ChuQt rut, dau khcrp, dau hmg, dau chi, co th6t co c6

it g{p Srmg c6c khdp, ilau co, rung co, dau c6, cimg co
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- ll- tDt0c' lBl. br r r!l ll
Rdi 

'o\-\ Bf,bvA@flfie"

itg6p $ ffinansndm so6t, bi ti6u

Hlem gap suy than, theu rugu

R6i loqn v0 tuy€n ui vd hQ sinh san

It gap R6i lopn cucrng, r6i 1o4n chrlc ndng tinh dpc, ch{m ph6ng tinh, clau bfng kinh

Hi6m g?p Dau vri, m6t kinh, vrl ti6t dich, to vu

-i., \ . rx
KOI toan roan rnan va tal cno

Thuong g4p
Pht ngo4i vi, phir n6, driag di b6t thudng, ngd" cAm gi6c say rugu, cim gi6c
bat thuong, mQt m6i

it eap Pht toan than, tric nguc, dau, s6t, khrit, lqnh run, suy nhugc

X6t nghiQm

Thuong gpp Tdng cda

it g4p
Tdng creatin phosphokinase huy6t, tang alanin aminotransferase huy6t, tdng
aspaftat aminotransferase huyOt, tdng glucose huyet, giAm s6 luong tiOu cAu,
gi6m kali huy0t, giAm c6n

I-rrem g?p Giam ti5 bdo bpch cAu, tdng creatinin huy6t.

C6c t6c dgng n sau dAv duoc biio c6o hons ouri trinh THEO DOI SAI I KHI Tkh6ng mong oay ougc tlong quA tdnh UU
HANH:
Rtii loqn hQ mi6n dich: it g{p: Qu.i m6ry Hi6m gap: pht m4ch, phan rmg d! rmg.
R6i lo4n hQ than kinh: R6t thuorrg g{p: Dau dAu; it g{p: B6t tinh, sa sritlnh *ran
R5i loqn vA m6f Hi6m g4p: Vi0m gidc mac$
Rtli loan vd tim: Hi6m g4p: Suy tim sung huy6t
R6i loan hd h6p, nggc vd trung th,At: Hirim gdp: phn ph6io
R6i lqn hQ ti6u h6a: Thuhng g{p: Bu6n n6n, ti6u ch6y; Hi6m g{p: Srmg 1u6i
R6i loan da vd m6 ducri da: It g{p: Srmg m{t, ngrla
ROi togn vA ttr4n vd ti6t niQu: Hirim gap: Bi ti0u
R5i loan tuy6n r,u vd hQ sinh san: Hi6m gdp: Vri to d nam$
R5i lo?n toan thAn vd tai chd: it ggp: Kh6 chiu
$ ran su6t xuSt hiQn ctra t6c dgng khdng mong mu5n duoc u6c tinh bing c6ch sri dgng "euy tlc 3,,.
"Quy tEc 3", cdn tlugc ggi ld cOng thrlc Hanley, rtuqc st dung dii u6c luqng gioi h4ntrcn ctra kho,ang
tin cQy 95% crla xdc su6t xdy ra c6c tric dgng kh6ng mong mui5n chua hlng quan s6t dugc trong c6c
th} nghiQm l6m sang. Quy ttic ndy cho rang "N6u kh6ng c6 ai trong s6 n bQnh nh6n c6 x6y ra bi6n
c6 md chring ta quan tdm, thi chring ta c6 thia tin cAy 95% tingxfuc su6t dtl x6y ra bitin c6 ndy t6i da
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h3
0/nld
cua 9 ndm 2009..

Thbng hortc dtgc st nhftng tdc dyng kh6ng mong mudn gfip phrti khi sr?

dung

euALIEUvAcAcnxl}rni
Trong truong hqp qu6 fidu nhrmg kh6ng qu6 15g, kh6ng c6 t6c dgng kh6ng mong mui5n b6t ngd

nio dugc b6o c6o.

Sau khi luu hanh thuric, cric tic dgng phU ph6 bii5n nh6t du-o. c b6o c6o khi dung qu6 liAu pregabalin

bao gdm r6i lo4n cAm xric, buiin ngri, tinh trang lir l6n, trAm cim, lo Au, vd bdn chdn. Dd c6 b6o c6o

bi co giQt.

Didu tri qrii fdu pregabalin c6n bao gdm c6c biQn ph6p h6 trq t6ng qu6t vd c6 thi] bao gdm ci thAm

t6ch m6u nt5u cAn thi6t (xem mgc Lidu dirng vlr Cdch dr)rng, Bing 1).

DAC TiNH DITqC.LIJ. C HQC
Nh6m dugc $: Thu6c ch6ng ttQng kinh
MeATC: N03AX16
Hoat ch6t, pregabalin, ld mQt ch6t tuong t.u nhu acid gamma-aminobutyric (GABA) (acid (S)-3-

(aminomethyl)-5 -methylhexanoic).
^ , ^.,u0 cne tac ouns
Pt"C"b"tt";il6i 1 ti6u dcm vi phg ( o2- 6 protein) cira k6nh c6ng eliQn thiS calci trong hQ thAn kinh

trung uong.
Bang chr?ng tt c6c m6 hinh <lQng vat bi t6n thuong than kinh cho th5y pregabalin giim gi6i ph6ng

cn6t adn truyAn tnan kinh cAm thu dau php thuQc canxi 6 tuy s5ng, c6 th6 bang c6ch ngin can vQn

chuy6n canxi va./ ho{c giim ddng carxi. Bdng chimg tr} c6c m6 hinh dQng vf,t kh6c bf t6n thu<mg

than kinh cho th6y hoat tinh giAm dau cria pregabalin ctng c6 th3 girin ti6p qua tuorlg tlc vai cdc

duong than kinh ph6 giao cdm d6n truydn bing nora&enalin vd serotonin.

Dir li0u fL c6c thir nshiOm 16m sane
^ .,; ,,,t)au tnan Ktnn

HiQu qua cta thu5c ctd clugc cho th6y trong c6c nghion crlu vd Uontr nan n*r do tt6i th6o duhng vi
chimg dau than kinh sau zona. HiQu qui cria thu5c chua tlunc nghiOn crlu trong c6c m6 hinh dau

than kinh khAc.

Pregabalin dd du-o. c nghi6n crlu trong 9 nghidn ciru ldm sang diii chimg trong fi5i da 13 tudn v6i fdu
dung 2 Ddngdy va t5i da 8 tuAn v6i fidu dung 3 Dn/ngdy. Nhin chung, c6c sii liQu vij an toan vi
hiQu qui cira ph6c d6 tidu Z Dn/ngAy vd 3 Dn/ngdy ld tuong tg nhau.

Trong ctic thr? nghiQm ldm sang trong t5i tla 13 tuAn, tld quan s6t th6y c6 gi6m dau trong tuan t va
dugc duy tri trong su6t thoi gian didu tri.
Trong ciic thir nghiQm ldm sang c6 disi chrmg, 35% bQnh nhdn dugc didu ri bdng pregabalin vd l8%
bQnh nhan dnng gii dugc dd dat mr?c cai thiQn 50% vd dir3m dau. V6i bQnh nhAn khdng bi bu6n ngu,

mric cAi thiQn vd di6m dau d6 cflng dd dugc quan sit 0 33% b9nh nhen didu tri bing pregabalin vd
18% benh fian dung gidL du-o. c. Vdi bQnh nhan bi budn ngtr, tj lQ ddp Lrng Ia 48% d6i v6i pregabalin

, ..^, -4. .' ., ,
Va I O"/o OOI VO1 Sla OUOC.

Dau co xo h6a
Don hl liQu bang pregabalin dugc nghiCn cftu trong 5 nghiOn cuu d6i chrtng bdng gi6 duo. c, hong
tt6 c6 3 nghiOn cuu trbng 12 tuan vdi tidu c6 Ai*r, mQt nghiEn cftu trong 7 tu6n vdi lieu c6 dinh va
mQt nghien cuu trong 6 thang d6 d6nh gi6 hiQu qui l6u ddi. Diou tri bdae pregabalin hong tdt ch cdc

1d 3/n). N6i c6ch kh6c gi6i h4n tr6n cria khoang tin cdy 95% v6i ty lQ

dy cffng du-o. c khuyiin nghi tai huong dAn t6m dt a{c tintr san phAm
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d4t du<r. c mrlc giim dau dfug ki5 fi6n quan dtSn dau co xo h6a d liAu tu
).

c6 d6lr trong 12 fAn,40% benh nhan duo. c didu fi bdng pregabalin
dau tir 30% tr6 lOn so vdi 28%;o bOnh nhan dung gi6 dugc,23Yo b9nh nhar

aidu t4 AffiffittriQn <ti6m itau tu 50% trd l6n so v6i 15% benh nhAn dung gii du. c.
Pregabalin d4t tli6m th6rn dinh t6ng thti cao hon han so voi gi6 dugc trong thang tti6m PGIC (Patient
Global Impression of Change - cirm gi6c thay d6i t6ng thti crla bQnh fian) trong 3 nghidn crlu voi
tAu cr5 dinh trong 12 nrAr- gI% be.nhnhAn dtrng pregabalin cdm th6y dd hon i5t nhidu ho{c cld hon
nhiAu so v6i 29% bQnh nhan dnng gid du. c). Trong thang di6m FIQ @ang cdu h6i uA tac d6ng trong
tlau co xo h6a), pregabalin dat mric cd,i thiOn c6 j nghia th6ng kO vd m{t ch&c ndng so v6i gii duoc
trong 2 trdn 3 nghidn bftu voi lidu cO dinh duo. c dAnh gi6
DiAu trf bAng pregabalin cai thiQn d6ng k6 ch6t luqng gi6c ngir theo b6o c6o cira b6nh nhAn trong 4
nghiCn crlu vdi fidu c6 dlnh x6c <l!nh theo Thang dfulr gi6 gi6c ngri trong nghiOn cr?u k6t quA y hgc
(MOS-SS). Thang drinh gi6 php vd r6i lo4n gi6c ngri, chi sti riii loan gi5c ngri t6ng th6 MOS-SS va
nhQt hj ch6t luqng gi6c ngri hang ngdy.
Trong nghi6n crtu 6 tliring, mrlc c6i thiQn dau, di6m d6nh gia t6ng th6 (PGIC), chrlc ndag (t6ng di6m
FIQ) vd gi6c ngri (Thang phs vd r6i toqn gi6c ngri cria MOS-SS) du-o. c duy tri 0 benh nh6n du<yc

di6u tri bdag pregabalin vcri thni gian dai hcm dring ktl so v6i gi6 du-o. c.
Pregabalin 600 mg/ngdy cho mfc c6i thiQn cao hcrn vd ch6t luqng gi6c ngri theo b6o c6o cria bQnh
nlpn so vcri li6u 300mg vd 450mg/ ngdy; t6c dung giim tlau binh qu6n, di6m drinh gi6 t6ng th6 vA
chi s6 fIq ld tucmg t.u gita tdu 450mg vd 600 mg/ ngdy, mgc dir fiAu 600 mg/ ngdy duo. c dung n4p
k6m hon.
EQng kinh
Pregabalin dugc nghidn crlu trong 3 nghiOn cr?u ldm sang c6 d6i chung trong thoi gian 12 tuda viri
liAu dung 2 Dn/ ngdy vd 3 lAn/ ngdy. Nhin chung, c6c sii lipo rod an todn vi hi6u qui cira c6c chiS dQ

fi6u 2 Gr:/ ngdy vd 3 Dr:/ ngdy ld tuong fu nhau.

Quan s6t th6y t6n su6t c6c con dQng kinh c6 gi6m trong tudn 1.

Riii toqn lo du lan t6a
Pregabalin tld dugc nghiOn crlu trong 6 nghidn cr?u l6m sang c6 d6i chimg trong thoi gian 4 d6n 6
tudn, mQt nghiCn ciru tron bQnh nhan cao tu6i hong thdi gian 8 tuAn vd m6t nghiOn ciru ngdn ngira
t6i ph6t dai h4n v6i mQt giai dogn ngdn ngira trii ph6t mn ddi trong thoi gian 6 thtlng.
Quaa s6t th6y c6 giim c6c triQu chimg r6i loqn 1o du lan t6a theo Thang drlnh gi6 lo 6u Hamilton
(HAM-A) trong tudn 1.

Trong c6c thir nghiQm 16m sang c6 d6i chring (thoi gian 4-8 tuen), 52% b}1)h nhdn ctu-o. c ttidu tri
bdng pregabalin vn 38% bQnh nh6n dung gii dugc dd d4t mrlc c6i thiQn ft nl6t li 50% t6ng s6 di6m
theo thang HAM-a tU thi bat eAu didu tri cho t6i khi ki5t thric didu tri.

E4C riNH DrIqC EQNG HQC
Dugc dQng hgc 6 tr4rg th6i 6n dinh cia pregabalin ld tuong tg nhau d nhifng ngudi tinh nguyQn
kh6e manh, c6c bQnh nhan dQng kinh dang dirng thudc ch6ng dQng kinh, vd c6c bpnh nhdn clau m4n
tinh.
HaD thu

il=gubulin doo. 
" 

h6p thu nhanh khi udng hic d6i, ndng dQ dinh trong huy6t tuong ct4t dugc sau I gid
trong ci ch6 dQ dung dcn fidu vd da tAu. sinh kna dgng duong u6ng cria pregabalin kho ang> 90%o

v1 khdng phg thuoc vdo fidu dung. Khi dung nhac fui, tinh tr4ng 0n dlnh dat duo. c kong vi:ng 24
d6n 48 gid. T1t lQ h6p thu cria pregabalin giim kai dung cung thric an Oan e6n'C,u" ginm lioang 25-
30% va t'a* bi chQm Lfioang 2,5 gid. Tuy nhiOn, dung pregabalin ctrng vdi thric dn kh6ng c6 6nh
hudng lAm sang dring k6 ndo d6n mirc dQ h6p thu pregabalin. 
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cho th6y pregabalin di qua harg rdo m6u n6o d chuQt nh6t, chu6t c6ng

nhau thai O chuQt cting vd xu6t hiQn trong sta chuQt. d nguoi, th6 tich
in sau khi ding dudng u6ng ld khoang 0,56 Lkg.

protein huytit tuong.

Pregabalin ihuy6n h6a kh6ng dring k6 trong co th6 ngudi. Sau khi dring pregabalin c6 el6nh

d6u ph6ng xq, khoang 98% ho4t tinh ph6ng x4 du-o. c tim th5y trong nu6c ti6u ld cria pregabalin d
d4ng chua chuy6n h6a. Ddn xu6t N-niethyl cira pregabalin, 1d ch6t chuy6n h6a chinh ctra pregaba.lin

elugc tim th6y trong nu6c ti6u, chi6m khoang 0,9% fidu dung. Trong c6c nghiOn crlu tiAn lAm sang,
. 'A '.^ . I '.i -i. ' -; i^ ^,r. ' ri

Knong co cau rugu nao ve su Dlen ool pregaoarm oang oong pnan J Inann oong pnan K
Thai tru
Pregabalin dugc thii tru kh6i hO tuan hoan chri y6u do bdi tii5t qua th{n duoi d4ng kh6ng chuydn

h6a.

Thoi gian brin thdi trung binh cua pregabalin 1i 6,3 gid. D0 thanh thdi huyi5t tuong va dO thanh thaj
thQn cira pregabalin tj 10 thuQn voi d0 thanh thii creatinin (xem mgc Ddc tinh duoc ddne hoc. Duoc
tl6ne hoc 6 nhtne nh6m b6nh nhan ddc bi6t, Suv th6n).
Can didu chinh lidu cho bQnh nhdn b! suy chric ndng th{n hoqc clang thAm t6ch m6u (xem Mr,rc Lidu
dung vd c6ch dr)ng, Bang 1).

TuY6n tinU Phi tu)'6n tinh
Dugc tlQng hgc crla pregabalin ld tuy6n tinh trong khoang tAu tr*ruy6n c6o hang ngdy. EQ bi6n thi6n
dugc dQng hgc gita c6c cliii tuqng cria pregabalin LLthtp (20%). Duo. c dQng hgc da fidu c6 th6 d1r

dodn du-o. c tr) dt liQu cira lidu don. Do d6, kl6ng can hetn tra dlnh kj' n6ng dQ pregabalin trong
huy6t tuong.
Duoc tl6ng hoc 6 nhtns nh6m b6nh nhan d6c bi6t
Gi6i tinh
C6c thri nghiOm l6m sang cho th6y gi6i tinh kh6ng c6 rinh huong l6m sang dang k0 ndo d6n ndng
dQ pregabalin hong huy6t tucng.
Suy thQn

D0 thanh thei pregabalin tj' lQ thuQn vdi dQ thanh thdi creatinin. Ngoai r4 pregabalin dugc 1o4i b6
hiQu qu6 kh6i huy6t tucrng qua thAm t6ch m6u (sau 4 gid didu tri thAm t6ch m6u, n6ng d0 pregabalin
trong huy6t tucmg gi6m khoang 50%). Vi th6i trt qua th{n li duong thii tru chinh, c6n giAm fiAu
cho bQnh nlr6n suy th{n vd dung li6u b6 sung sau khi th6m t6ch m6u (xem mpc Liiu ding vd crich
ding, Bdng 1).
Suy gan
Chua c6 nghiOn ciru dugc dQng hoc cu th6 nio dugc tialn hanh tr6n bdnh nhdn suy chrlc ndng ga:r.

Vi pregabalin du-o. c chuyi5n h6a kh6ng dring k6 vd thei trir chri y6u qua nudc d6u du6i d4ng thu6c
kh6ng d6i, benh nh6n suy chrlc ndng gan dU ki6n sC kh6ng c6 thay d6i dring k6 vd ndng dQ pregabalin
trong huy6t tu<mg.

Ngndi cao ndi pen 65 tuiitl
DQ thanh thai pregabalin c6 xu hu6ng giAm khi tudi cao. Mirc giam d0 thanh thdi pregabalin dung
qua dudng ui5ng nh6t qu6n vdi mr?c giam dQ thanh thai creatinin khi tu6i cao. C6 th6 can giam fi,iu
pregabalin cho c6c bpnh nh6n t6n thuong chrlc ndng than do tu6i cao (xem mgc I iiu tling vd ctich
ding, Bdng 1).
Phu nti cho con b
Dugc d6ng hqc cua 150 mg pregabalin dung m6i 12 gid (lidu hang ngdy 300 mg) du. c d6nh gi6 d
10 phr,r nt dang titSt sta duqc tdi thi6u 12 tudn sau khi sinh. Sg tii5t sta it anh huong ho4c kt6ng Anh
huong diin du-o. c dQng hoc cira pregabalin. Pregabalin ti5t vdo sila me v6i ndng dQ 6n dinh trung
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dQ trong huy6t tuong cria mg. LiAu pregabalin u6c tinh trung binh md
m9 @i6 st lugng sfra b6 bii trung binh ld 150 mllkg/ ngdy) ld 0,31

sE ld khoang 7%o li€u cinmg.

QUr I
: HQp 3 vl x l0 vi6n nang cimg

ESTIBALIN 150MG: HQp 3 vi x 10 vi6n nang crlng

BAo QUAN
86o quan d nhi6t d0 ducri 30"C, ff6nh am.

Trtu CHUAN cHAr Lr/qNG: TCcs

HANDIINC
24 thrlng k6 tir ngiy san xl5t.

CO56SANXUAT
San xuit tai An DO bdi:
ST]NGLOW LIF'ESCIENCE PRIVATE LIMITED
S.No.208/1A, 208/2AlB, 220l3B, Nelvoy-Thirumukkoodal Road, Kattankulam
Uthiramerur Taluk, Kancheepuram Dist, Pin - 631 606, Tamil Nadu, India

Village,
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