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M6i vien nsng cung chua:
Pregabalin 150 mg

Chi dinh, fieu ding &cech dtng, ch6ng chi 6inh,
lhan trgng va cAc thong tin khac:
Vui lOng xen td hu6ng den si dung
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Rx Thuiic b6n theo tlcrn

MAXGALIN
(Vi6n nan g Pre_eabalin)

THANH PHAN

MAXGALIN 75

- Hoqt chdt: Pregabalin 75 mg

- Td dtqc: Lactose monohydrat, Talc, Nu6c tinh khi6t.

MAXGALIN 150

- Hoqt chdt: Pregabalin 150 mg

- Td duqc. Lactose monohydrat, Talc, Nu6c tinh khi6t.

u0 rA
MAXGALIN 75: Vi6n nang gelatin crlmg, kich co sO "4", n6p mdu cam vd th6n mdu tring c6 s6 "688" bing muc
den tron nip vd thdn, c6 chtia hat cdm mdu tr6ng dtln tring ngd chay tu do.

MAXGALIN 150: Vi€n nang gelatin crlmg, kich co sO " I ", ndp mdu tr6ng vd thdn mdu tr6ng c6 s6 "690" bing mgc
den tr6n nip vd thdn, c6 chria h4t c6m mdu tr6ng d6n tring ngd chAy tp do.

CHi DINH

Di6u tri dau thAn kinh ngoai vi d nguoi l6n.

OC aiAu tri ctau thAn kinh sau zona.

Di€u tri nhu h6 trg cho benh nh6n nguoi l6n v6i con dQng kinh khoi phrit tung phAn.

CHONG CHi EINH

MAn c6m voi pregabalin hay b6t kj thdnh phAn ndo cta thu6c.

LIEU DUNG VA CACH DUNG

Pregabalin dugc sti dr;ng qua duong u5ng, ctng hay kh6ng ctrng vdi th0c dn. Truhng hqp cAn phii ngmg dirng
thu6c, khuyi5n c5o ph6i gi6m li6u tt tt, t6i thi6u ld trong I tuAn.

Dau thdn kinh: LiAupregabalin t6i cta duo. c khuy6n c5o ld 100 mg x 3 lAn/ngdy (300 mg/ngdy) d bQnh nhdn c6 clQ

thanh thai creatinin it nhSt ld 60 ml/phirt. LiAu dirng n6n kioi dAu v6i muc 50 mg x 3 lAn/ngdy (150 mg/ngdy) vd c6

th6 duo. c t6ng lOn d6n 300 mg/ngdy trong vdng 1 tuAn dga tr6n hiQu qui vd khd ndng dung n4p thui5c. Vi pregabalin

clugc th6i tru chri yi5u qua th{n, n€n chinh 1i6u o bQnh nh6n c6 chric ndng th$n suy gi6m.

Mac dt pregabalin cfing dugc nghi€n criu d mric li€u 600 mg/ngdy, khOng c6 bing chimg cho th6y li0u ndy dem

lqi ich bd sung d5ng kO vd li6u ndy cfrng dung n4p k6m hon. Cdn cft vdo c6c ph6n img ngogi f phq thuQc lieu,

kh6ng khuy6n c6o cti€u tri v6i li€u tr6n 300 mg/ngdy.

Dau thdn kinh sau zona: Li€u pregabalin khuytin c6o ld 75- I 50 mg x 2 lAn/ngdy; hoac 50- 100 mg x 3 lAr/ngdy

(150-300 mg/ngdy) d b€nh nhdn c6 clQ thanh th6i creatinin it nh6t ld 60 ml/phrit. NCn khoi dAu li6u 75 mgx2
lAn/ngdy, hoqc 50 mg x 3 lAn/ngdy (150 mg/ngdy) vd c6 thi5 tdng l6n di5n 300 mg/ngdy trong vdng I tuAn dga tr6n

hiQu quA vd kh6 ndng dung n4p thu5c. Vi pregabalin th6i tru chri yi5u qua thQn, n6n <li6u chinh li6u cho bQnh nhAn

c6 chtic ndng thfn suy giim.
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ooi voi b€nh nhan kh6ng gi6m dau dAy dri sau}-4tudn di6u tri v6i licu 300 mglngiry,vd nhirng bpnh nh6n c6 kh6
ndng dung nap pregabalin, c6 thii tang li6u l6n d6n 300 mg x 2 lAn/ngdy, ho6c 200 mg x : lAiln;dy (600 mg/ngdy).
Cdn ct vdo ciic ph6n ung ngoai f phu thudc li0u vd t! l€ cao hcrn cria vi6c ngimg dicu tri do tdc dung ph6n img
ngo4i |i, li6u ding tr6n 300 mg/ngdy chi ddnh cho nhirng bQnh nhdn <lang bi dau vd dung ngp 300 mg m5-l ngay.

DQng kinh: Li€u dung pregabalin 150-600 mgingdy d5 dugc chimg minh ld c6 hiQu qu6 nhu ld liQu ph6p h6 trq
di6u tri cl6ng kinh khoi ph6t tung phAn d nguoi tor. fong li€u hdng ngdy n6n clugc chia ra vd u6ng i-: ja" -ai
ngdy. Ci hiQu qud vd phAn [mg ngoai ]f cria pregabalin dd dugc chimg minh ld c6 li6n quan v6i lGu dtng. N6i
chung, khuy6n ciio c6c b€nh nhdn n€n khdi ddu vdi m6t tdng liOu hdng ngdy kh6ng lon hon 150 mg/ngdy (75 mg
hai lAn mdt ngdy, hodc 50 mg ba lAn m6t ngdy). Dua tr€n d6p rmg cta timg bQnh nhdn vd kh6 ndng dung nap, li6u-
c6 thti tdng l6n ocn toi cta 600 mg/ngdy. 

/t/ l,
Anh hudng cria t! lQ tdng giri liAu tr€n khi ndng dung nap cta pregabalin chua cluo. c nghi6n cr?u chinh tht". /Uy(-
Hi€u qu6 c0a vi€c b6 sung pregabalin o bQnh nhdn dtng gabapentin chua duoc dSnh giri trong ciic thri nghi6m ldm
sdng c6 kitim so6t. Do d6, khdng khuytin c6o dilng <l6ng thdi pregabalin voi gabapentin.

BQnh nhdn suy thQn:Cdn c0 c6c phan img ngo4i f phr,r thuQc liAu vd vi pregabalin dugc th6i tru chri y6u qua th4n,
n6n chinh li€u o b€nh nhdn c6 chric ndng thf,n suy gi6m. Di6u chinh li6u d bgnh nh6n suy th6n phii dua tr€n CL",,
dugc trinh bdy trong b6ng duoi dey. De st dpng bing li6u ndy, cAn udc tinh CL". cta bQnh nh6n trong ml/phrit. Gi6
tri CL.. trong ml/phrit c6 th€ duoc u6c tinh tt viQc x6c dinh creatinin huy6t thanh (mg/dl) bing c6ctr sri dgng
phuong trinh Cockcroft vd Gault:

U40 tu6i (nam)l x c6n n4ng (kg)

(x 0.85 AOi vOi bQnh nhdn nir)

72 x creatirun huy6t thanh (mgidl-)

OOi voi bQnh nh6n ch4y th4n nh6n t4o, liAu pregabalin hdng ngdy ndn duo. c tli6u chinh dya tr6n chric ndng thfn.
Ngodi viQc cti6u chinh li6u hdng ngdy, li6u b6 sung n€n duo. c dung ngay sau m5i Aqt cli6u tri ch4y thfln nhdn tao 4
gid nhu trinh bdy trong b6ng duoi d6y:

Di6u chinh li6u dtrng pregabalin dr"ra tr€n chtic ndng th4n

DQ thanh thii
Creatinin (CL",)

(mL/phrit)

T pregabalin sfr dgng hing ngiy

kh0i L da

Ch6 tIQ li6u

>60 1s0 600 2 lAn/nedy hoac 3 lAn/ngdy
30-60 75 300 2lAn/ngiry ho4c 3 l6n/ngdy
I 5-30 25-50 150 I ldn/ngdy hoac 2 lAn/ngdy
<15 25 75 I ldn/ngdy

Li6u bd sung sau khi chay thQn nhdn tao (mg)**
BQnh nhdn dang d[ng cfre A0 li6u 25 mg x 1 lAn/ngdy : dirng 1 li6u b6 sung 25 mg ho{c 50 mg
BCnh nhdn clang dtng ch6 d0 li€u 25-50 mg x I l6r/ngdy : dtng I li6u b0 sung 50 mg ho4c 75 mg
BQnh nhAn dang dirng ctrti OO li6u 75 mg x I lAn/ngdy : ding 1 lieu bd sung 100 mg ho4c 150 mg

* T6ng liAu hdng ngdy (mg/ngdy) n€n dugc ph6n chia nhu hu6ng din 0 cQt ctril aO lieu dC ui5ng mgili6u.

** Lid:u b6 sung ld mQt liAu bO sung duy nh6t.

Ngudi cao tu6i: D0 thanh th6i cta pregabalin tludng udng c6 xu hu6ng gi6m theo tudi. Viec giAm <lQ thanh th6i

pregabalin duhng uiing ld phtr hqp voi gi6m CLcr c6 li0n quan <t6n tui5i t6c.

Kh6ng c6 sU kh6c biQt tdng th6 v€ an todn vd hiQu qu6 <15 dugc ghi nh4n gifra c6c bQnh nh6n lcrn tudi vd bQnh nhdn

tr6 tu6i. Mac dir tj lQ ph6n img ngopi f khdng tdng theo tudi t6c, dQ nhay cao hon c0a mQt sO Uenfr nhan l6n tu6i

khdng th6 loai trtr. Pregabalin dugc bitit ld bdi ti€t qua th{n, vd nguy co phin rmg dQc pregabalin c6 th6 cao 0

nhirng bQnh nhdn c6 chfc ndng thfn suy gi6m.
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Vi pregabalin dugc thei trt chrJr y6u qua th{n, n6n chinh li6u cho b6nh nhdn lon tu6i bi suy thfn.

S* dqng cho trd em:Tinhan toirn vd hi6u qu6 cria pregabalin d bQnh nhdn tr6 em chua duqc thi6t l{p.

THAN TRQNG vA LUU V u4c BIET KHI SU DUNG

Nhu v6i tdt ch c6c thur5c ch6ng clQng kinh (AEDs - AntiEpileptic Drugs), n€n tir tt gidm sti dpng pregabalin clti

gi6m thi6u nguy co tdng tAn su6t co giat d benh nhdn dQng kinh. Sau khi ngtmg pregabalin dOt ngOt hodc nhanh

ch6ng, mQt s6 bQnh nhdn b6o c6o triQu chrmg bao g6m m6t ng0, bu6n nOn, nhftc dAu, ti€u chAy, hdi chrlmg c0m,

cdng thing, trAm c6m, dau, ra mO trOi vd ch6ng mdt. N6u ngLmg pregabalin, viQc ngmg ndy n6n <luoc thgc hiQn

gi6m tir tir trong it nh6t ld I tuAn. Li6n quan diin viQc ngirng cliAu trl ldu ddi pregabalin, khdng c6 dir liQu vC t!
mric d0 trAm trgng cta c6c triQu chimg cai li6n quan d6n thdi gian sri dung vd liOu pregabalin.

Kh6ng c6 dt liQu dAy dri vC viQc ngmg st dpng c5c thu6c chiSng <lQng kinh dtng dOng thdi, mQt khi da

dugc con dQng kinh voi pregabalin dtng b6 trq.

Pregabalin gdy ch6ng m{t vd bu6n ngt. BQnh nh6n phii dugc thdng b5o ring ch6ng m4t vd buOn ngt c6 th6 ldm
gi6m khA ndng thr,rc hiOn nhiQm vU nhu l6i xe hay v{n hdnh m6y m6c.

Di6u tri v6i pregabalin gdy tdng c6n vd phir, md ti chri ytlu nhu phir ngo4i bi6n. Vi nh6m thuiSc thiazolidinedion
diAu tri d6i th6o duong c6 thi5 g6y tdng cdn vdy'ho{c giir nu6c, c6 th6 ldm trAm trgng th€m hoac d6n d6n suy tim,
cAn thpn trgng khi sri dgng d6ng thdi pregabalin vd c6c thu6c ndy. Vi vfy, c6 th6 phni di€u chinh liOu lugng cta
c6c thu6c ch5ng drli th6o duong.

Boi vi dt liQu h4n chii vC Ugnfr nh6n suy tim sung huy6t vdi tinh tr4ng tim m4ch c6p dQ III ho4c IV theo phdn loqi

cta HiQp hQi Tim m4ch New York (NYHA), th4n trgng khi dtng pregabalin d nhirng bQnh nhdn ndy.

Di6u tri v6i pregabalin c6 1i6n quan ctiin viQc tdng creatine kinase. B5c s! ph6i huong d6n bQnh nhdn di5 kip thoi

b6o c6o c6c triQu crlmg dau co khdng gi6i thich dugc, dau hay yt5u, d6c biQt n6u c6c triQu chimg co c6 kdm theo tinh

tr4ng b6t i5n hay s6t. Ngmg di6u tri v6i pregabalin n6u chAn ctorin ho4c nghi ngd m6c b€nh v6 co ho{c n6u x6y ra

tdng ndng d0 creatine kinase 16 rQt.

DiAu tri voi pregabalin c6 li€n quan voi gi6m sti luqng ti,-Au ciu vd k6o ddi nhe khodng thdi gian PR.

BQnh nhdn cAn <lugc tu v6n ring pregabalin c6 th6 gdy .iii lo4n th! gi6c. BQnh nh6n n6n th0ng b6o cho b6c sf n6u

x6y ra thay d6i thl lgc.

O c6c bQnh nhAn md cAn di6u tri d6ng thoi voi thui5c trAm c6m t5c clQng l6n he thAn kinh trung uong nhu thu5c

nh6m opiat hay benzodi azepin, n6n th6ng b5o ring hq c6 thC gap ph6i ph6n tmg ngo4i f b6 sung l6n h€ thAn kinh

trung ufilg, ching h4n nhu buOn ngu .

BQnh nhAn n6n du-o. c khuy€n n6n tr6nh uOng ruqu trong khi dirng pregabalin, vi pregabalin c6 thti hiQp d6ng th6m

sU suy ginm k! nlng vfln dQng vd t6c clQng an thdn cta ruou.

O nam gioi dang duo. c ctidu tri voi pregabalin md c6 k6 hoach d0 sinh con cAn dugc th6ng b6o vC nguy co ti€m An

gdy qu6i thai nam.

BQnh nhdn d6i th6o duong cAn duo. c huong d6n dC dac biQt chri f d6n tinh todn vqn da trong khi clang <lugc di6u tri

v6i pregabalin. MQt sO aqng vQt dugc di6u tri bing pregabalin cho th6y ph6t trii5n lo6t da, m{c dir kh6ng c6 tdng tj'
lQ t6n thuong da 1i6n quan v6i pregabalin dugc quan s5t th6y trong c6c thri nghiQm lAm sdng.

StI OUNC O PHU NU MANG THAI VA PHU NII DANG CHO CON BU

Chua c6 nghi€n cuu dAy dir vd du-o. c ki,3m so5t ti5t thr,lc hiQn trdn tlOi tuqng php nir mang thai. Chi ding thu5c trong

qu6 trinh mang thai n6u lqi ich ti6m ndng cho nguoi mq cao hon nguy cor cho thai nhi.

Chua bitit liQu pregabalin c6 bdi ti6t trong sira m9 hay khdng, tuy nhi6n, da ghi nhQn sp hiQn diQn cria thu6c trong

sira chuQt. Bdi vi nhi€u lopi thu6c du-o. c bdi titit qua sira m9, vi vi c6 ti6m An nguy co khiii u dugc ghi nh{n d c6c
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nghidn ct?u pregabalin tr6n d6ng v6t, cAn quy6t cllnh ngrmg cho con bri hodc ngung thu5c, trong cl6 c6 tinh dt5n tAm
quan trong cta thu6c OOI vOi nguoi mg.

ANn nudNc ltx xnA NANG LAr xE vA vAN HANH rvrAy Moc
Pregabalin c6 th6 c6 6nh huong nhg ho4c trung binh l6n khi ndng l6i xe vd vdn hdnh mriy m6c. Pregabalin c6 thi5
g6y ch6ng m4t vd budn ngt vd do <16 c6 th6 6nh huong diin khi ndng liii xe hay vdn hdnh miiy m6c. N6n khuyCn
bQnh nhdn khdng n€n l6i xe, vQn hdnh c6c mriy m6c phfc t4p ho4c tham gia vdo c6c ho4t <lQng nguy hi6m ti6m
tdng kh6c cho drin khi chtmg minh dugc liQu thu6c c6 6nh hu&ng diln khA n6ng cta ho d6 thyc hi6n cric hopt dQng
ndy kh6ng.

TUoNG rAc ruuoc vA cAc oANG rrIoNG rAc rcrAc
Vi pregabalin bdi titit chri yiiu du6i dang kh6ng thay d6i trong nudc tii5u, chuy6n h6a kh6ng d6ng k6 o (<2%

li€u dirng phuc h6i trong nu6c ti6u du6i d4ng c6c ch6t chuyr-ln h6a), khdng ric ch6 chuyi5n h6a thu6c invitro, vd,

kh6ng gin v6i protein huy6t tuong, khOng c6 kh6 nlng thudc sE sin sinh ho{c ld ddi tuqng chiu tuong tilc v6 m6t

duo. c il6ng hgc.

Theo <16, trong c6c nghiCn ctru invivo kh6ng c6 tuong tiic dugc dQng hgc li€n quan tr6n l6m sdng cld dugc ghi nh4n

gita pregabalin vd phenytoin, carbamazepine, valproic acid, lamotrigine, hay gabapentin. Phdn tich duo. c d6ng hoc

trong ddn s6 chi ra ring thudc tri d6i th6o duong d4ng udng, thui5c loi ti6u, insulin, phenobarbital, tiagabin vA

topiramat kh6ng c6 6nh huong d6ng ke v0 mat l6m sang trong vi6c thanh thdi pregabalin.

Dung ddng thdi pregabalin v6i thu6c tr6nh thai dang udng norethisterone vAlho{c ethinyl estradiol kh6ng 6nh

huong d6n tr4ng th6i duo. c dQng hgc 6n dinh cria m6i thuiic.

Nhi€u liAu udng Pregabalin dtng d6ng thdi voi oxycodon, lorazepam,hodc ethanol khOng g6y rah6u qu6 l6m sdng

quan trgng trOn hQ h6 h6p. Pregabalin hiQn diQn nhu ld t6c nhdn bi5 sung trong suy gi6m chfc ndng nhdn thftc vd

chric ndng vdn ddng thd do oxycodon. Pregabalin c6 thi5 lam tdng 6nh hu&ng cia ethanol vd lorazepam.

rAc uqNG KHONG MoNG MUoN

86o c6o nhi6u nh6t phin ung ngogi 1i ld ch6ng m4t vd bu6n ngu. C6c phAn fug ngo4i f thuong ld nhe d6n trung

binh.

PhAn loai tin su6t: r6t thuong g?p (> 1/10); thuong gap (Z l/100 il6n <1/10); it gdp (> I / 1.000 d6n <l/100); hii5m

g4p (> 1 / 10.000 d6n <1 / 1.000); r6t hitlm g6p (<l / 10.000), chua bi6t fthdng thii u6c tinh tt c6c dir li6u c6 s8n).
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HQ co'quan Phin ting ngo4i f
Nhi6m khu6n vir lqi sinh trtng

Thuong gap Vi6m m[i hgng

R6i logn mdu vi hQ b4ch huy6t

It gdp Gi6m b4ch cdu trung tinh

nlii to4n hQ mi6n dlch

It gap PhAn img quii mAn

Hi6m gap Phi mach, phdn fmg di ung

Rdi lo4n chuy6n h6a vi dinh du6'ng

Thuong gqp Thdm 6n

It gip Ch6n dn, h4 dulng huy6t
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Io4n tAm

Thuong g4p

giam ham mu5n tinh duc

Tdm tr4ng hmg b6i r6i, burt rr-rt, mdt phuong hu6ng, m6t ngt,

hrmg c6m, gAy h6n, thay d6i tdm trang, rtii loan tdm thAn, kh6 khdn tim
tir ngfr, gi6c mo b6t thucrng, tdng ham mu6n tinh dpc, m6t khoili cAm,

lSnh dam.

ngt, dauCh6ng mdt,

sap

kinh

c

lo 6u, cim, tAm tr4ng ch6n ndn,gi5c, hodng

thuong gdp

lo4n hQ

sap

Thuong gap

hay qu6n, suy gidm tri nhfl riii loan chfi y, di c6m, gi6m c6m giiic, an

thAn, rdi loan ti6n dinh, tinh trang lu rlu.

di hda v{n <l6ng, hqp thudng, run, kh6 philt 6m, chrmg

It gap

vAn d6ng, ch6ng m4t tu th6, )i dinh ruq rung gi6t nhdn cAu, r6i loan

nhdn thric, sa srit tinh thAn, r6i loan ngdn ngfr, gi6m ph6n x4, tdng c6m,

c6m gi6c b6ng riit, m6t vi giric, b6t dn.

ngo, rung gi4t cq lo4ny th0'c, clQng th6i qu6,N

Hi€m gap loan khr?u giric, gi6m chfc ndng vdn ddng, lo4n kh6

nang vii5t.

Co gidt,

R6i lo4n thi gi6c

Thumg gap Nhin md, nhin cl6i

It gdp Mat thi giiic ngoqi vi, r6i lo4n thi gi5c, srmg m6t, khiiim khuytii thi lUc,

th! lgc gi6m, dau mit, m6i mit, hoa m6t, khd m6t, teng chdy nu6c mit,

kich img mit.

Hi€m gdp Met thi lgc, vi6m gi6c mqc, nhin chf,p chhn, nhfln thric chi€u s6u thi

gi6c thay d6i, gian d6ng tt, l6c, dd s6ng hinh 6nh.

Rdi lo4n tai vir mG d4o

Thuong g4p Ch6ng m4t

It gap Tdng thinh lgc.

Rdi loan tim mach

Nhip tim nhanh, bl6c nhi th6t mric <lQ l, chQm nhlp xoang, suy tim sung

huyi5t.

It g6p

Hi6m gap K6o dditho'i gian QT, nhanh nhip xoang, loan nhip xoang

R6i loan mach miu

It gap H4 huy€t 6p, tdng huy0t 6p, n6ng bimg, d6 bung m{t, lgnh vung ngo4i

vl

niii to4n h6 h6p, ngqc vi trung th6t
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It gip Kh6 th6', ch6y m6u cam, ho, nghet m[i, vi6m m[i, ngriy, kh6 mfii

Hi€m gap Phil phdi, dau thdt hong.

R6i loan ti6u h6a

Thudng g4p Ndn mt4 bu6n ndn, t6o b6n, ti0u chiy, dAy hoi, chu6ng bqng, kh6

miQng

It gap BQnh trAo nguQc thgc qu6n-d4 ddy, tdng ti6t nu6c bgt, gi6m cdm girlc d

miQng.

Hi6m gap C6 tru6ng, vi6m tuy, srmg ludi, kh6 nu6t t/r/
lo4n & da vi md duoi da

Thuong g4p Phiit ban mun nh6 0 da, n6i m6 day, tdng tiiit m6 hdi, ngfa

Hi6m gdp H6i chrmg Stevens Johnson, m6 h6i 14nh.

R6i lo4n co xuoxg kh0p vir md li6n k6t

Thuong gAp ChuQt rut, dau khdp, dau hmg, dau d chdn tay, co thdt c6 t[r cung

It gap Smg kh6p, dau co, co giQt co, dau c0, cimg co

Hi6m g6p Ti6u co vdn

R6i loan thAn vi ti6t ni6u

tt gap Ti6u khdng tg chri, ti€u kh6

Hi0m gap Suy th$n, thi6u niQu, bi ti0u

Rdi loan hG sinh sin vi vri

Thuong gap R6i loan cuong duong

It gip R6i loan chric ndng tinh duc, xuAt tinh chdm, dau bqng kinh, dau vri.

Hi6m gap Vd kinh, ch6y dich d v[r, vri to, phi dai w <r nam gi6i.

Riii to4n t6ng quSt vi t4i ch6

Thuong gap Pht ngo4i bi€n, pht n6, d6ng di bdt thuong, t6, c6m gi6c say, cim gi6c
,i A

Dat on, mQt mot.

It g4p Pht t6ng qudt, phi m{t, tric ng1rc, dau, s6t, khrit nu6c, 6n l4nh, suy

nhu-o. c

Cdc phin tfrng kh6c:

Thudng gqp Tdng cAn

It gap Tdng creatine phosphokinase trong m6u, tdng alanine aminotransferase,

tdng aspartate aminotransferase, tdng dudng huy6t, gi6m sti lucrng ti6u

cAu, tang creatinin huyrlt, gi6m kali huy6t, giim cdn.

Hi€m gAp Sd luqnE b?ch-au giam

;l
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QUA LmU

Kinh nghiQm vO viQc qu6 li6u pregabalin cdn hpn chii. C6c b6o c6o qu6 liOu cao nh6t cria pregabalin trong chucrng

trinh ph6t tri6n ldm sdng ld 8000 mg, vd kh6ng c6 hQu qu6 l6m sdng dSng chri f . C6c lo4i phan img ngo4i y xiry ra
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d bQnh nh6n tit{p xric voi li6u cao (> 900 mg) khdng c6 su kh6c biQt vC m{t l6m sdng so v6i c6cb6nh nh6n dirng
li6u khuyiin c6o th6ng thudrng.

Kh6ng c6 thuisc gi6i dQc d4c hiQu cho truong hqp qud li6u pregabalin. N6u c6 chi cllnh, loai b6 c6c lo4i thu5c chua
duoc h6p thu bing ndn hodc rta d4 ddy; bi6n phdp thdn trong th6ng thudng cin rlugc theo d6i d6 duy tri dudng
thd' Chdm s6c h6 trg t6ng qu6t clugc chi dinh bao gdm gi6m s6t c6c ddu hiQu sinh t6n vd quan s6t tinh tr4ng l6m
sdng cta b6nh nhAn.

Mdc dir kh6ng thgc hiQn ch?y th{n nh6n tpo d mQt so it truong hqp dugc bitit qu5 li6u, phuong ph6p ndy c6 thi5

clugc chi clinh cho bQnh nh6n suy thdn d6ng k6. Qui trinh chay thdn nhan tgo chu6n dfin d6n th6i tri.r pregabalin

Pregabalin gin ki5t 6i lr,rc cao vdi c6c alpha2-delta (mQt ti,5u don vi phr,r trg c0a c6c k€nh calci) trong m6 hQ th6ng

thdn kinh trung uong. M4c di co chtl ho4t d6ng cria pregabalin chua clugc bi6t, k6t qu6 tr€n nhirng con chu6t bi6n

d6i gen vdL voi c5c hqp ch6t c6 c6u truc li6n quan d6n pregabalin ggi f ring li€n ki5t v6i c6c tii5u don vi alpha2-delta

c6 thti li6n quan d6n t6c ilQng ldm gidm nhay cim vdi kfch thich dau vd chdng dQng kinh Pregabalin tren md hinh

dQng v4t.

Trong khi Pregabalin ld mQt din xu6t c6u truc cria ch6t din truy6n thdn kinh ric ch6 gammaaminobutyric acid

(GABA), ch6t ndy kh6ng g6n tryc ti6p voi GABA A, GABA B, ho{c thu th6 benzodiazepin, kh6ng ldm tdng th6m

d6p rmg GABA-A trong t6 bdo thin kinh nudi c6y, kh6ng ldm thay AOi nOng dg GABA nio chudt ho4c c6 t6c dsng

c6p tinh tr6n sg h6p thu ho4c tho6i h6a GABA.

Dugc tlQng hgc

Hiip thu

Pregabalin duqc h6p thu ttit sau khi u6ng, duo. c lo4i bo pnan ton qua thQn, vd c6 thoi gian b6n th6i kho6ng 6 gid.

Sau khi uting vi€n nang pregabalin trong tti€u kiQn bung d6i, n6ng dQ dinh trong huytit tuong d4t dugc trong vdng

1,5 gid. Sinh kh6 dtrng dulng u6ng cria pregabalin liL>g}o vd khdng phy thuQc vdo li6u. Sau dtng cton li6u (25-

300 mg) vd <la li€u (75-900 mg/ngdy), ndng tlQ t6i cla trong huytit tuong (Cmax) vd gi5 tr! diQn tich duoi duhng

cong ndrg dQ trong huytit tu<rng{hdi gian (AUC) tdng tuyi5n tinh. Sau khi dirng li0u l{p l4i, tr4ng th6i dn dinh d4t

dugc trong vt:ng}4 dtin 48 gid. Dugc dQng hqc da liAu c6 th6 duo. c dr,r do6n tir c5c dt li6u don li6u .

T6c d0 h6p thu pregabalin bi gi6m khi udng cirng vdi thric 6n, kiit qu6 ld gi6m Cmax khoAng25% d€n30% vd tdng

Tmax cl6n khoang 3 gid. Tuy nhi6n, li€u dirng pregabalin vdi thgc phAm khdng c6 t6c <lQng l6m sdng li€n quan tr€n

t6ng sd pregabalin h6p thu. Do d6, pregabalin c6 th6 du-o. c ui5ng cirng vdi thric 6n hay khdng. Pregabalin khdng gin

tilt vOi protein huy6t tuong. Th6 tich phdn phdi cria pregabalin sau khi udng khoAng 0,5 litlkg .

Chuydn h6a

Pregabalin chuytin h6a kh6ng d6ng k€ d nguoi. Sau khi dtng mQt li6u pregabalin d6nh d6u ph6ng x4, khoang 90%

li6u dtng dugc thu h6i trong nu6'c ti6u duoi d4ng pregabalin kh6ng thay d6i. C6c d6n xu6t N-methyl h6a cta
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dring kti.

DrIqc lY lAvr SANG

Dugc lgc hgc

Pregabalin ld mQt ch6t tuong tr,l acid gamma-aminobutyric.

Co chA fic dltng

v
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pregabalin, ld c5c ch6t chuy6n h6a chinh ctia pregabalin clugc tim th6y trong nudc ti,3u, chi6m khoAng 0,9% lidu

dtng.

Thai tr*
Pregabalin dugc thAi trt chri y6u qua nu6c ti6u dudi d4ng khdng d6i. Thdi gian b6n thii trung binh c0a Pregabalin

ld 6,3 gid. D0 thanh thii cira Pregabalin o huy6t tuong vd d th0n ld tli le thu{n voi d0 thanh th6i creatinine.

nAo euAN
86o qudn & nhiet d0 duoi 30oC, d noi kh6 m6t. Tr6nh anh s6ng.

HAN SII DUNG

24 thingke tt ngdy s6n xu6t.

DONG GOI

HQp chria 5 vi x6 x 10 vi6n nang cimg.

TITU CHUAN

Nhd sin xu6t

Thu6c nay chi ditng theo su kA don cua bdc sT

Dd thuiic xa tdm tuy trd em.

Dqc ki huong ddn su dqng trudc khi ditng

Ndu c,in thAm th6ng tin xin hoi !,kien btic si.

Th6ng bdo cho bdc sl nhirng tdc dung kh6ng mong muiin grtp phAi khi s* dung thu6c.

CO SO SAN XUAT

SLTN PHARMACEUTICAL INDUSTRIES LTD

Survey No.2l4, Plot No.20, Govt. Ind. Area, Phase- II, Silvassa -396230, U.T. of Dadra & Nagar Haveli, An DO.
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