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Maxgalin 75

Pregabalin Oapsules 75 r'ng

S. Prescription only

Keep all medicines out ofthe reach of children.

Read carefully the leaflet before use.
SPECIFICATION: lN-HOUSE

Box of 5 x 10 capsules
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lndications, dosage & administration,
contraindi€tions and further informations:
Please refer the package insei.

WARNING: To b€ sold by
rstail on the prGqiption
ol a Registered Medical

Practrtionq only.

Manufaclurer
SUN

pharmaceutical

lndusties Ltd.

$my N0.214, Ph No.m,

Gon. hd. Ana, F,lBss ll. SilEs -S230,
U T. ol &tra I Nagar Haveli, IN0{4.

Each epsule @ntains:
Pregabalin 75 mg

Store below 30"c in @ol and dry dae. Protecl irom light.

Maxgalin 75
Vi0n nang Pregabalin 75 mg
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09c k! huong din sr! dqng truOc khi ding.

oi xa tim tay trd em.

ONNK:M6i vi6n nang cung choa:
Pregabalin 75 mg

Chi dinh, liAu dung 8c6ch dung, ch6ng chi dinh,
than trgng va c6c th6ng tin kh6c:
Vui ldng xem td htfrng den s0 dung
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Rx Thu6c bdn theo don

MAXGALIN
(Vi6n nang Pregabalin)

THANH PHAN

MAXGALIN 75

- Hoqt chdt: Pregabalin 75 mg

- Td duqc: Lactose monohydrat, Talc, Nudc tinh khii5t.

MAXGALIN 150

- Hogt chdt: Pregabalin 150 mg

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

uO rA
MAXGALIN 75: Vi6n nang gelatin crlmg, kich cO sO "4", n6p mdu cam vi th6n mdu tring c6 s6 "688" bing mr,rc

den tr6n nip vd thdn, c6 chria h4t c6m mdu tr6ng di5n tring ngd ch6y tu do.

MAXGALIN 150: Vi€n nang gelatin crlmg, kich co s6 " I ", nip mdu tr,ing vd thdn mdu tr6ng c6 s5 "690" bing mgc
den tr€n n6p vd thdn, c6 chria h4t c5m mdu tring cltin tring ngd chiy tg do.

CHi DINH

Ei€u tri dau thAn kinh ngo4i vi & nguoi l6n.

Oe AiCu tri ilau thdn kinh sau zona.

Di6u tri nhu h5 trg cho b€nh nh6n nguoi l6n vdi con dQng kinh khoi ph6t ttmg phAn.

CH6NG CHi DINH

MAn c6m voi pregabalin hay U6t ty thdnh phAn ndo cta thurSc.

LIEU DUNG VA CACH DUNG

Pregabalin dugc sti dqrng qua <luong udng, cirng hay kh6ng cirng v6i thfc dn. Trulng hqp cAn ph6i ngrmg dtng
thu5c, khuy6n c6o phAi giAm li€u tU tir, t.5i thi6u ld trong I tuAn.

Dau thin kinh: Li€upregabalin t6i da dugc khuy6n c6o ld 100 mg x 3 lAn/ngdy (300 mg/ngdy) o benh nh6n c6 dQ

thanh thdi creatinin it nhdt ld 60 ml/ph0t. Li6u dtrng n6n kh0i diu v6i mtic 50 mg x 3 lAr/ngdy (150 mg/ngdy) vd c6

thti <luo. c tdng l€n d6n 300 mg/ngdy trong vdng 1 tuAn dga tr6n hiQu qui vd kh6 ndng dung n4p thutic. Vi pregabalin

<luqc th6i trir chri y6u qua thQn, n€n chinh li6u o bQnh nh6n c6 chr?c ndng th{n suy gi6m.

Mac dt pregabalin c0ng dugc nghiCn criu d mric li€u 600 mg/ngdy, khdng c6 bing chtmg cho th6y li6u ndy dem

lqi ich b6 sung d6ng kri vA li6u ndy cfing dung n4p k6m hcrn. Cdn cri vdo ciic ph6n rmg ngo4i f phu thuQc li6u,

khdng khuytln c6o diAu tri vdi li6u tr6n 300 mg/ngdy.

Dauthdn kinh sauzona:LiAu pregabalin khuy6n c6o ld 75-150 mg x 2lArlngdy; hoac 50-100 mg x 3 lAn/ngdy

(150-300 mg/ngdy) o bQnh nhAn c6 d6 thanh thdi creatinin it nhAt ld 60 ml/phrit. NOn khdi dAu li6u 75 mg x 2
lAn/ngdy, ho{c 50 mg x 3 lAn/ngdy (150 mg/ngdy) vd c6 thiS tdng l€n d6n 300 mg/ngdy trong vdng I tudn dga tr€n

hiQu qui vd kh6 ndng dung nap thu6c. Vi pregabalin th6i trir chri yiiu qua th4n, n6n cli6u chinh li0u cho bQnh nh6n

c6 ch0c nlng th4n suy gi6m.
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pOi vOibQnh nhdn kh6ng gi6m dau dAy di sau2-4 tuAn di6u triv6i liAu 300 mg/ngdy, vd nhirng bqnh nh6n c6 kh6
ndng dung n4p pregabalin, c6 thi5 tdng liAu l6n d6n 300 mg x 2 lAn/ngdy, ho{c 200 mg x 3 lAr/ngdy (600 mg/ngdy).

Cdn cri vdo c6c phin rmg ngo4i 1f phu thu0c lid:u vd t! lQ cao hcm cria vi€c ngimg diAu tri do t5c dung phin img
ngo4i 1i, liAu dung tr€n 300 mg/ngdy chi ddnh cho nhirng b6nh nh6n dang bi dau vd dung n4p 300 mg m6i ngdy.

DQng kinh: Li6u dung pregabalin 150-600 mg/ngdy cl6 clugc chimg minh li c6 hieu qui nhu ld li€u phSp h6 trq
di6u trl dQng kinh khoi ph6t ttmg phAn d ngudi lon. T6ng lidiu hdng ngdy n6n duoc chia ra vd u6ng 2-3 lAn m6i
ngdy. C6 hiQu qui vd ph6n tmg ngo4i f c0a pregabalin <15 <luoc chimg minh ld c6 li6n quan vdi lidu dung. N6i
chung, khuy6n cin circ bQnh nh6n n6n khoi diu vdi m6t tdng li6u hdng ngdy khdng l6n hon 150 mg/ngdy (75 mg
hai lAn mQt ngdy, ho4c 50 mg ba IAn mQt ngdy). Dga tr6n d6p tmg cria timg bQnh nhdn vd kh6 ndng dung nap, lidu -
c6 th€ tang lOn A6n tOi da 600 mg/ngdy. L1/' t

/u11,
Anh hudng cta t! lQ tdng gi5 li6u tr6n khd ndng dung n4p cria pregabalin chua duo. c nghi€n cftu chinh thr?c. / " - "--

//
Hi0u qu6 cria viQc bd sung pregabalin o bQnh nhAn dirng gabapentin chua duoc drinh gi6 trong c6c tht nghi6mi6m
sdng c6 kii5m so5t. Do d6, kh6ng khuytin c6o dirng d6ng thoi pregabalin voi gabapentin.

BQnh nhdn suy thQn: Cdn cft c6c phin tug ngo4i f phr,r thuQc li6u vd vi pregabalin dugc thai trt cht yi5u qua th4n,

n6n chinh li€u o bQnh nh6n c6 chric ndng thdn suy gi6m. Di6u chinh li6u 0 benh nhdn suy thQn phdi dua trdn CL".,
dugc trinh bdy trong b6ng duoi d6y. D€ sri dung bdng li6u ndy, cin u6c tinh CL", cta bQnh nh6n trong ml/phrit. Gi6
tri CL". trong ml/phOt cO tne duoc udc tinh tt viQc x6c dlnh creatinin huy6t thanh (mg/dl) bing c6ch sri dqng
phuong trinh Cockcroft vd Gault:

U40 tu6i (ndm)l " can nang (kg)

CL",: (x 0.85 aOi vOi bQnh nh6n nt)

72 x creatinin huyi5t thanh (mg/dl)

OOi vOi bQnh nhdn chay th{n nh6n t4o, li6u pregabalin hdng ngdy n€n <lugc tli6u chinh dga tr6n chfc ndng thdn.

Ngodi viQc di6u chinh li€u hdng ngdy, li6u bO sung n€n du-o. c dirng ngay sau m6i aqt diAu tri chay th{n nhdn tao 4
gio nhu trinh bdy trong b6ng duoi ddy:

DiAu chinh li€u dtng pregabalin dga tren chtlc ndng th6n

DQ thanh thii
Creatinin (CL.,)

(mL/phIt)

T pregabalin sfr dgng hing ngdry

khdi u da

Ch6 dd li6u

>60 150 600 2lAn/nsiry hodc 3 l6n/nedv
30-60 75 300 216,n/neiry hoqc 3 l6r/ngdy
l 5-30 25-50 150 I lAn/ngdy hodc 2lAnlnedy
<15 25 75 I ldn/ngdy

sau khi nhdn ,r

B€nh nhdn dang dtng d0l 25mgx1 : ding I sung 25 mg ho4c 50 mg
BQnh nhdn dang dtng ctr6 a9 liOu 25-50 mg x I lAn/ngdy : dirng 1 liAu b6 sung 50 mg ho4c 75 mg

nhdn chC li€u 75 xl 1 li6u b6 100 150

* T6ng liAu hdng ngdy (mg/ngdy) n6n clugc phdn chia nhu huong d6n o cOt ctrti Og li6u dC u6ng mg/li6u.

** Lid:u b6 sung ld mOt li€u b6 sung duy nhAt.

Nguoi cao tudi: DQ thanh thAi cria pregabalin <luong udng c6 xu hu6ng giim theo tuOi. Viec gi6m dQ thanh th6i

pregabalin cludng uting ld pht hqp voi gi6m CLcr c6 li6n quan d6n tu6i t6c.

Khdng c6 sy kh6c biQt t6ng th6 v6 an toAn vd hiQu qud dd dugc ghi nhpn gita c5c bQnh nhSn l6n tu6i vd bQnh nh6n

tre tui5i. Mdc dt t! lQ ph6n img ngo4i f kh6ng tdng theo tu6i t6c, dQ nhay cao hcrn cta mQt sO bqntr nhan lon tu6i

kh6ng thi5 loai trir. Pregabalin clugc bi6t le bdi tiiit qua thQn, vd nguy co phin rmg dQc pregabalin c6 th6 cao d

nhirng bQnh nh6n c6 ch[rc nlng thQn suy gi6m.
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vi pregabalin duoc thei trir chri ytiu qua th{n, n€n chinh lidu cho b6nh nhdn lon tu6i bi suy th6n.

Su dltng cho tre em:Tinh an todn vd hi6u qui cria pregabalin o bQnh nh6n tr6 em chua dugc thitlt ldp.

THAN TRQNG VA LuU V OAC BIET KHI STI DUNG

Nhu v6i tdt cit cic thuric ch6ng dQng kinh (AEDs - AntiEpileptic Drugs), n6n tt tir gi6m st dung pregabalin d6
gi6m thi6u nguy co t6ng tAn sudt co gi4t d benh nh6n cl6ng kinh. Sau khi ngrmg pregabalin dQt ngQt hodc nhanh
ch6ng, mot sO bdnh nh6n brio c6o tri6u chrmg bao g6m m6t ngri, bu6n n6n, nhric dAu, ti6u chiy, h6i chtmg crim,
cdng thEng, trAm c6m, dau, ra mO frOi vd ch6ng m4t. Ntlu ngung pregabalin, vi0c ngLmg ndy n6n <lugc thuc hiQn

vi6c ngimg ili6u tri ldu ddi pregabalin, khdng c6 dir li€u ve ty t9 va
uan <l6n thoi gian su dr,rng vd li6u pregabalin.

c6c thu6c ch6ng ddng kinh dtng il6ng thdi, m6t khi da ki€m

gi6m tt tir trong it nh6t ld 1 tuAn. Li€n quan d6n
mric dQ trdm trong cia c6c tri6u chimg cai li6n q

Khdng c6 dir li6u dAy dt vA vi6c ngung sri dung
dugc con dQng kinh voi pregabalin dilng b6 tro.

Pregabalin g6y ch6ng m{r vd bu6n ngi. B€nh nh6n ph6i duoc th6ng
gi6m kh6 ning thqc hiQn nhi€m vU nhu l6i xe hay vfn hdnh mrly m6c.

b6o ring ch6ng m4t vd bu6n ngt c6 th6 ldm

DGu trf v6i pregabalin gdy tdng c6n vd phi, m6 t6 chri ytiu nhu phir ngoai bi6n. Vi nh6m thu6c thiazolidinedion
di6u tr! d6i th6o ilulng c6 thii g6y tdng cdn vdy'ho{c giir nudc, c6 thil tam trAm trong th€m hoqc din d6n suy tim,
cAn th{n trong khi su dpng <l6ng thdi pregabalin vd ciic thudc ndy. Vi vfy, c6 th6 p-nai AiC, chinh liAu tuqng cria
c6c thu6c chting d6i thSo duong.

Boi vi d[ liOu h4n ch6 ve Ugnn nhdn suy tim sung huytit vdi tinh trang tim mach c6p dQ III hodc IV theo ph6n loai
cta Hi€p hQi Tim mach New York (NYHA), thQn trong khi ding pregabalin d nhirng bQnh nhdn ndy.

Di€u tri v6i pregabalin c6 li6n quan dtSn viQc tdng creatine kinase. B6c s! ph6i huong d6n b€nh nh6n d6 kip thoi
b6o c6o ciic tri6u c(mg dau co kh6ng gi6i thich dugc, dau hay y6u, dac biQt ntiu c6c tri6u chfmg co c6 kdm theo tinh
tr4ng b5t 5n hay s5t. Ngmg di€u tri vdi pregabalin ntiu chAn do6n hodc nghi ngd mic bQnh vC co ho{c n6u x6y ra
tdng n6ng dd creatine kinase rd r€t.

Di6u tri voi pregabalin c6 li6n quan voi ginm s6 lucmg ti6u cAu vd k6o ddi nhg kho6ng thdi gian PR.

BQnh nhdn cAn dugc tu v6n ring pregabalin c6 thO gdy r6i lo4n thi gi6c. BQnh nh6n n€n thdng brio cho b6c s! ntiu
xdLy ra thay d6i thi lgc.

O c6c b€nh nhdn md cAn cli€u tr! ddng thdi voi thudc trdm c6m t6c il6ng l6n h€ thAn kinh trung uong nhu thu6c
nh6m opiat hay benzodiazepin, n6n thdng b6o ring ho c6 th6 gap phdi phin rlmg ngoai f bi5 sung l€n hQ thAn kinh
trung uong, ching h4n nhu bu6n ngt .

BQnh nhdn n6n dugc khuy€n n€n tr6nh u6ng rugu trong khi ding pregabalin, vi pregabalin c6 th6 hiQp d6ng th6m

sU suy gi6m k! ndng vfln ilQng vd t6c cl6ng an thAn c0a rugu.

d nam gi6i dang dugc did:u tri voi pregabalin md c6 kt5 hoach dC sinh con cAn dugc th6ng b6o vO nguy co ti€m An

g6y qu6i thainam.

BQnh nh6n d6i th6o dudng cAn clugc hudng d6n dC dac biQt chir f dOn tinh todn vgn da trong khi clang dugc cli6u tri
v6i pregabalin. MQt sO a6ng v6t dugc di6u trf bing pregabalin cho th6y ph6t tri€n lodt da, m{c dil kh6ng c6 t6ng ti'
lQ t6n thuong da li€n quan v6i pregabalin duo. c quan s6t th6y trong c5c thri nghiQm l6m sdng.

srI nUNc o pHV NII MANG THAI vA pHU NtI DANG cHo coN BU

Chua c6 nghiOn cuu dAy dri vd duo. c ki6m so6t tr5t thUc hi6n tr6n <tOi tuqng phr,r nt mang thai. Chi dtng thu6c trong

qu6 trinh mang thai n6u lqi ich tiAm ndng cho nguoi m9 cao hcrn nguy co cho thai nhi.

Chua bi6t liQu pregabalin c6 bdi tii5t trong sira m9 hay kh6ng, tuy nhi€n, d6 ghi nhdn sg hien diqn ctra thu6c trong

sfra chuQt. Bdi vi nhi6u loai thu6c dugc bdi titit qua sira mg, vir vi c6 ti€m An nguy co khOi u dugc ghi nhQn d c6c
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nghien cftu pregabalin tr€ndOng vQt, cAn quy6t ainn ngrmg cho con bri ho{c ngrmg thu5c, trong ct6 c6 tfnh d6n tAmquan trqng cria thu6c OOi voi nguoi mg.

ANTT H{IONG ITN TNA NANG T,AT XB VA VAN HANH MAY MOC
Pregabalin c6 th0
gdy ch6ng m4t vd

b6nh nhdn khdng
tdng kh6c cho cl6n

ndy kh6ng.

TU0NG TAc rHuoc vA cAc o4NG TUoNG rAc xuAc
vi pregabalin bdi tirit chri y6u du6i d4ng kh6ng thay d6i trong nu6c tiiiu, chuyiln h6a
liAu dDng phpc hdi trong nu6c ti6u du6i dang c6c ch6t chuy6n h6a), kh6ng ric chri

kh6ng gin vdi protein huy6t tucrng, kh6ng c6 kh6 ndng thu6c s€ sAn sinh hodc ld cli5i

duoc ddng hoc.

Theo d6, trong c6c nghiCn cuu invivo khdng c6 tuong t6c duoc <lQng hgc li€n quan tr6n ldm sdng d6 dugc ghi nh.n
gifra pregabalin vd phenytoin, carbamazepine, valproic acid, lamotrigine, hay gabapentin. phan tich duoc dQng hoc
trong ddn s5 chi ra ring thu6c tri d6i thrlo cludng d4ng u5ng, thuric loi ti6u, insulin, phenobarbital, tiagabin vd
topiramat kh6ng c6 6nh huong drlng k0 vd m4t l6m sdng trong vi6c thanh thii pregabalin.

Dtng cl6ng thdi pregabalin v6i thudc triinh thai d4ng u6ng norethisterone vd/ho{c ethinyl estradiol kh6ng 6nh

huong d6n trang th6i duo. c clQng hgc 6n dinh cria m6i thuiic.

Nhidu li6u udng Pregabalin dtng d6ngthoi v6i oxycodon, lorazepam, hodc ethanol khdng gdy rah4u qui l6m sdng

quan trong tr6n hC hd h6p. Pregabalin hiQn diQn nhu ld tiic nh6n b6 sung trong suy gi6m chric nlng nh6n thric vd

chftc ning v6n dQng thd do oxycodon. Pregabalin c6 th€ ldm tdng 6nh huong cria ethanol vd lorazepam.

rAc ogNG KHONG MoNG MUoN

86o c6o nhiAu nhSt phdn tmg ngoai f ld ch6ng m5t vd budn ngri. Cric ph6Ln img ngoai y thuong ld nhe diin trung

binh.

Phdn lo4i tAn su6t: r6t thuong g{p (Z l/10); thucrng g{p (> l/100 d6n <1/10); ft gap (2 I / 1.000 d6n <l/100); hi6m

g{p (> 1 / 10.000 dt5n <1 / 1.000); r6t hi6m gap (<l / 10.000), chua bi6t fthdng th6 udc tinh tt c6c dt liOu c6 sin).

c6 6nh huong nhe hodc trung binh l6n khd ndng l6i xe vd v{n hanh m6y m6c. pregabalin c6 thij
bu6n ngri vd do il6 c6 th€ ann huong d6n kha ndng l6i xe hay v6n hdnh mriy m6c. N6n khuy6n
n€n l6i xe, vfln hdnh ciic m6y m6c ph&c t4p ho{c tham gia vao c6c ho4t d6ng nguy hi6m ti6m
khi chtmg minh duo. c li6u thu6c c6 6nh huong d6n kh6 nang cr:a hq ac ihgc r;icr; rroat oOng

kh6ng d6ng kii d nguoi (

chuy6n h6a thu6c invitro, vd,

tuong chiu tucrng tiic vA m4t

t.
.a
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HQ co quan Phin f'ng ngo4i f
Nhi6m khu6n vi kj sinh trtng

Thuong g4p Vi6m mfii hgng

R6i loqn miu vir hQ b4ch huytit

It gdp Gi6m b4ch cAu trung tinh

R6i loan h6 mi6n dich

It g4p Phdn rmg quii mdn

Hi6m gap Phil m4ch, phAn ring di ung

R6i loqn chuyGn h6a vh dinh dudng

Thudng gqp Thdm 6n

It gap Ch6n dn, h4 duhng huy€t

I

https://trungtamthuoc.com/



R6i loan tim thAn

Thuong g4p Tdm trang hrmg ph6n, b6i r6i, but nrt, mAt phuong hu6ng, m6t ngri,

gi6m ham mudn tinh duc

It gap Ao gi6c, hodng h6t, bOn chon, lo 6u, trAm c6m, tdm tr4ng ch6n n6n,

htmg c6m, g6y h6n, thay d6i tdm tr4ng, ri5i lo4n t6m thdn, kh6 khdn tim

til ng0, gi6c mo b6t thuhng, tdng ham muiin tinh dr,rc, m6t kho6i cim,

l6nh d4m.

Hiem gap
t /lrt

U'c chd

lo4n hQ th kinh

R6t thucrng gap Ch6ng m{t, bu6n ngri, dau dAu

Thuong gap Mat di6u hda v{n dQng, ph6i hqp bdt thudng, run, kh6 ph5t dm, chrmg

hay qu€n, suy gi6m trf nhq r5i lo4n cht 1i, di c6m, gidm c6m gi5c, an

thAn, r6i lo4n ti6n dinh, tinh tr4ng ltr dir.

It gap Ng6t, ng6n ngo, rung gi6t co, m6t f thric, hi6u dQng th6i quri, r6i loqn

v4n dQng, ch6ng m4t tu th6, y dlnh run, rung gi4t nhan cAu, rdi lo4n

nhQn thtic, sa sft tinh thAn, r6i lo4n ng6n ngir, giim ph6n x4, tdng cdm,
,i,

cAm giiic bong r6t. m6t vi giric, bdt 6n.

Hi6m gap Co gi{t, r6i lo4n khriu gi6c, gi6m chftc ndng vfln ctQng, r6i loan khi
- .i.

nang vlet.

R6i lo4n th! gir{c

Nhin mo, nhin d6iThuong gqp

Met thi gi6c ngoqi vi, r6i logn thi gi6c, smg m5t, khi6m khuy6t thi lgc,

thi lgc giim, dau mit, m6i mit, hoa mit, khd mit, tang chAy nu6c mit,

kich img m6t.

It gap

Hi6m gap U6t tni lgc, vi€m gi6c m4c, nhin ch6p chhn, nhdn thric chidu s6u th!

gi6c thay d6i, gian ddng tu, l6c, dQ sring hinh 6nh.

Riii to4n tai vi mG d4o

Ch6ng m4tThuong gqp

Tdng thfnh lgcIt gap

R6i loan tim mach

Nhip tim nhanh, bl
,A
nuyet.

mric clQ 1, chdm nhip xoang, suy tim sungnhiIt gap

K6o ddi thoi gian QT, nhanh nhip xoang, lo4n nhip xoangHi6m gap

R6i lo4n m4ch m:lu

Ha huyCi 6p, tang huytit 6p, n6ng bimg, d6 bimg m{t, l4nh virng ngo4i

vi.

It gap

niSi to4n hd h6p, ngqc vh trung thAt
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It gap Kh6 th6', chdy m6u cam, ho, nghet mfii, viOm mfii, ng6y, kh6 mfri

Hi6m gap Phir dau hgng.

R6i loan ti6u h6a

Thuong g4p N6n mfta, bu6n n6n, t6o b6n, tiOu chny, <l[ hoi, chuong bung, kho

mi€ng

It g4p BQnh trdo ngugc thsc quin-da ddyJanEti6

miQng.

nu6'c bot, gidm cdm gi6c d

Hi€m gdp C6 trudng, vi6m tuy, srmg lu0i, kh6 nu6t

Ioqn 6'da vir m6 du6i da

Thuong gAp Phrit ban mr,rn nho o da, ndi m6 day, tang titit m6 hoi. ngria / "'"(r'//'
Hi0m gap HQi chfing Stevens Johnson, m6 h6i 14nh. I

R6i loqn co xuorg khfp vir md liOn k6t

Thuong g4p ChuQt rut, dau khdp, <lau hmg, dau 0 ch6n tay, co thdt cO tri cung

It gap Srmg kh6p, dau co, co gi4t co, dau c6, cfmg co

Hi6m g4p Ti6u co vAn

ROt lo?n than va tiet niE,

It gap Ti6u kh6ng ty chri, ti6u kh6

Hi6m gap Suy thQn, thi€u niQu, bi ti6u

Rdi lo4n hQ sinh sin vir vf

Thudng gqp

It gap @i dqc, xu6t tinh chQm, clau bpng kinh, dau vir

Hi0m gqp Vd kinh, ch6y dich o vfi, vit to, phi dai vu o nam gi6i.

Thuong gap Phi ngo4i biOn, phu

b6t 6n, met m6i.

d6ng di thudng, t6, cdm gi6c say, c6m gi6c

It gip Phir qu6t, phil m{t, ttic nggc, dau, khiit nudc, crn lanh, suy

nhuo. c

C6c phin tfrng khdc:

Thuong gap Tdng c6n

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

tdng aspartate aminotransferase, tdng duhng huy6t, gi6m sti luong ti€u

cAu, tdng creatinin huy6t, gi6m kali huy6t, gi6m cdn.

H sap luo.ng b4ch gi6m

At
r0.

r\

QUA LMU

Kinh nghiQm v6 viQc qu6lii:u pregabalin cdn han chii. CAc b6o c6o qu6liAu cao nhAt cta pregabalin trong chuong

trinh ph6t trit5n l6m sdng ld 8000 mg, vd kh6ng c6 hfu qu6 lAm sing <l6ng chti f. C6c lo4i ph6n img ngo4i f x6y ra

R6t lo?rl6;tquit vi t4i ch5
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d bQnh nhdn ti6p xirc voi li6u cao (> 900 mg) khdng c6 sr; kh6c biQt vA mdt lam sdng so v6i c6c bQnh nhdn dtng
li6u khuytin c6o thdng thuong.

Kh6ng c6 thu6c gi6i dQc dac hiQu cho trudrng hqp qu6 li,iu pregabalin. N6u c6 chi dinh, loai b6 ciic loai thu6c chua
duoc h6p thu bing ndn ho{c rira dq ddy; bi6n phdp th{n trong th6ng thu}ng cAn ctugc theo d6i de duy rri du}ng
thd' chdm s6c h6 tro t6ng qu6t dugc chi dlnh bao g6m gi6m s6t c5c d6u hiQu sinh t6n vd quan s6t tinh trang ldm
sdng c0a b6nh nh6n.

Mdc dir kh6ng thuc hiqn ch4y than nhdn t4o d mQt sii ft truong hqp dugc bitit qu6 li6u, phuong ph6p ndy c6 thtS

<lugc chi dinh cho b6nh nh6n suy th4n d6ng k€. Qui trinh chay th4n nhdn t4o chuAn dfin d6n th6i trtr pregabalin
d6ng ke.

DUqc lf lAvr sANG

Dugc lgc hgc

Pregabalin ld mQt ch6t tuong tu acid gamma-aminobutyric

Co chd fic dung

Pregabalin gen k6t 6i lr.rc cao vdi c6c alpha2-delta (mQt ti€u don vi phr; trg cria c6c kdnh calci) trong m6 hQ th6ng

thAn kinh trung uorlg. MEc dir co chti hoat dQng cria pregabalin chua duo. c bi6t, ttit qua tr€n nhirng con chuQt bi6n

cl6i gen vi voi crlc hqp ch6t c6 c6u tnic li6n quan d6n pregabalin gqi f ring li6n k6t v6i cdc tiriu <lon vi alpha2-delta

c6 th6 li6n quan d6n t6c d6ng ldm gi6m nh4y c6m v6i kich thfch dau vd chi5ng dQng kinh Pregabalin tr6n m6 hinh

d6ng vdt.

Trong khi Pregabalin ld mdt d6n xu6t c6u truc cria ch6t din truy6n thAn kinh r?c chi5 gammaaminobutyric acid

(GABA), ch6t ndy khdng grn trgc ti€p voi GABA A, GABA B, ho{c thp th6 benzodiazepin, kh6ng ldm tdng thOm

drip tmg GABA-A trong t6 bdo thAn kinh nu6i c5y, kh6ng lim thay aOi nOng dO GABA ndo chuQt ho4c c6 t6c dung

cdp tinh tr0n sr,r h6p thu ho4c thodi h6a GABA.

Duqc tlQng hqc

Hiip thu

Pregabalin duqc h5p thu t6t sau khi u5ng, duo.c loai b6 phAn lon qua th{n, vd c6 thoi gian b6n thAi khoing 6 gid.

Sau khi u6ng vi6n nang pregabalin trong diAu kiQn bpng d6i, ndng dQ clinh trong huyi5t tucrng cl4t clugc trong vdng

1,5 gid. Sinh khi dung clulng udng cira pregabalin ld.>g}yo vd khdng phq thuQc vdo li6u. Sau dirng don li€u (25-

300 mg) vd da li6u (75-900 mg/ngdy), n6ng <lQ t6i ila trong huytit tuong (Cmax) vd giri tri di6n tich duoi cluong

cong nting tl$ trong huytit tuongthdi gian (AUC) tdng tuy6n tinh. Sau khi dtng li€u lap lqi, tr4ng th5i 6n dinh dat

dugc trong vdng24 d6n 48 gid. Dugc d0ng hqc da liAu c6 thr5 dugc dg do6n tt c6c dir liQu don liOu .

T6c d0 h6p thu pregabalin bi gi6m khi u6ng cirng v6ithtc 5n, ktit qu6 ld gi6m Cmax khodng25% diin 30% vd tdng

Tmax d6n kho6ng 3 gid. Tuy nhi6n, liAu dirng pregabalin vdi thgc phAm khdng c6 t6c dQng l6m sAng li6n quan tr€n

t6ng s5 pregabalin h6p thu. Do d6, pregabalin c6 thi5 duo. c u6ng cirng v6i thric dn hay kh6ng. Pregabalin kh6ng gin

t6t vOi protein huy6t tucrng. Th6 tich ph6n ph0i cria pregabalin sau khi udng kho6ng 0,5 liVkg .

Chuydn hda

Pregabalin chuy6n h6a kh6ng cl6ng k€ d nguoi. Sau khi dirng mQt lii:u pregabalin d6nh d6u ph6ng xa, kho6ng 90o%

li€u dirng dugc thu hdi trong nu6c ti6u dudi dang pregabalin kh6ng thay d6i. C6c d6n xu6t N-methyl h6a cta
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pregabalin, ld c6c ch6t chuy6n h6a chinh cta pregabalin ilugc tim th6y trong nu6c tii5u, chi6m khodng 0,9% li€u
dirng.

Thai trir

Pregabalin dugc thdi trtr chri ytlu qua nu6c ti€u dudi d4ng kh6ng d6i. Thd'i gian brin th6i trung binh cria pregabalin

ld 6,3 gid'. D6 thanh thdi cria Pregabalin d huyi5t tuong vd d th6n Id ty le thu6n voi itQ thanh thii creatinine.

rAo euAN
86o qudn d nhiet d0 duoi 30oC, d noi kh6 m6t. Tr6nh rinh s6ng.

HAN su DUNG

24 thdngki5 tir ngdy s6n xuit.

DONG GOI

HQp chfa 5 vi xd x 10 vi6n nang c(mg.

TIt,U CHUAN

Nhd sdn xu6t

Thu6c nay chi ding theo su kA don cila bdc si

Dd thuiic xa tim tay trd em.

Doc tO huong ddn s* &1ng trudc khi ditng

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

Th6ng bdo cho bdc si nhimg tdc dung khing mong *u6n gQp phdi khi s* dang thudc.

CO SO SAN XUAT

SI.JN PHARMACEUTICAL INDUSTRIES LTD

Survey No.2l4, Plot No.20, Govt. Ind. Area, Phase- II, Silvassa -396230, U.T. of Dadra & Nagar Haveli, An D0.
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