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Composition;

Pregabalin ~ 75mg

Dosage & Administration:

As directed by the Physician.
Indication, Contraindication,
Precaution and Side effects:
Please see the endosed leaflet.
Storage condition:

Store below 30°C

protect from light & mosture

Each hard gelatin capsule contains :
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Ry - Thude bin theo don

TORGABALIN 75

(Vién nang cirng bao phim Pregabalin 75 mg)
CANHBAO:
Chi ditng theo sy ké don ciia bdc si.
Néu cdn thém thong tin, xin héi y kién béc si.
Khéng diing qud liéu chi dinh.
Xin théng bdo cho bdc st biét cdc tdc dung khéng mong muén xdy ra trong qud trinh sit dung.
Pé thuéc xa tdm tay tré em.
Poc kj hitdng dén sit dung tridde khi si dung.
Khéng diing thube da qud han sit dung.

THANH PHAN:

Hoat chit

Pregabalin ...........75 mg

Ta duge

Td due tinh bt ddng bi€n tinh Starcap 1500, tale, nang gelatin cifng s6 4 ( miu dé cam duc/ trdng duc) ¢ in " "1360"
va "75" rén ndp va thin nang.

DUJC LUC HOC

Co ché tac dung

Pregabalin gan manh vio thu thé alpha-2-delta (mét thu thé phu cua kénh calci mang dién thé) trong cdc md ciia hé théng
than kinh trung wong. Tuy chura biét co ché tic dung ciia pregabalin, nhung céc nghién ciru trén chugt dot bién véi cic hqp
chilt ¢6 cdu tric tuong tu pregabalin (nhu gabapentin) cho théy s gin két vao thy thé alpha-2-delta la cén thiét cho tac dung
giam dau va chong co glal trén dong vat. Trén inviire, pregabalin lam giam giai phong (phu thudc calei) mét sb déin u'uyén
thén kinh, ¢6 thé do diéu chinh chirc néing kénh calci.

Pregabalin 1a mét dan xudt cua chét re ché din I.myen thén kinh acid gamma-aminobutyric (GABA), nhing né khéng ghn
tryc ticp vao céc thy thé GABA,, GABAg hay thy thé benzodiazepin, khong lam ting ddp (mg GABA, trén cdc no ron nubi
cly. khong lam thay ddi ndng d0 GABA & ndo chudt va khong anh huong ngay dén sy tao thanh va phan hiy GABA. Tuy
nhién, sir dung Pregabalin kéo dai trén cic no ron nudi cay lam ting mdt dg protein van chuyén GABA va téng tbe do vén
chuyén GABA. Pregabalin khong chen kénh calci, kh{mg ¢6 tac dung voi thu thé opiat va khong lam thay dbi hoat tinh cia
enzym cycloxygenase. N6 ciing khong ¢6 tac dung voi thy thé serotonin va dopamin, khong trc ché sy tdi tao dopamin,
serotonin hodc noradrenalin.

Kinh nghi¢m lim sang

Pau do nguyén nhén thin kinh

Hi¢u qud da duge chi ra trong cdc thit nghiém trén bénh nhin thin kinh ddi thdo duting, dau do nguyén nhin thin kinh
sau zona vi 16n thudng tiy song. Hiéu qui trén cic md hinh khdc cia dau do nguyén nhén thin kinh chua dude nghién
cifu,

Pregabalin di dude nghién ciu & 10 thi nghiém lim sing ¢6 ki€m sodl rong 13 tudn d6i vdi liéu 2 1in mot ngiy (BID)
va 8 tudn dai vdi liéu 3 14n mot ngdy (TID). K& qud cho thiy, an toan va higu qud & liéu 2 1dn mdt ngiy va 3 lin mot
ngay la nhu nhau.

Trong thif nghié¢m 1dm sang trong 12 win trén bénh nhin dau do nguyén nhén thin kinh ngoai vi va trung udng, hi¢u
qué gidm dau dat duge sau twin thit nhit va duy tr trong sudt qud trinh diéu tri.

Trong thif nghiém lim sang 6 ki€m sodt trén bénh nhidn dau do nguyén nhin thin kinh ngoai vi, cdi thién 50% dau dat
dudc doi vdi 35% bénh nhin diéu tri bling pregabalin va 18% bénh nhin diing gid duge. DG vdi bénh nhin khong trii
qua budn ngi, hi¢u qua dat dude trén 33% bénh nhin didu tri bling pregabalin va 18% bénh nhin ding gid duge. B&i
v@i bénh nhiin ¢6 trdi qua budn ngi, ti 1& ddp tng dat dude trén 48% bénh nhin ding pregabalin v 16% diing gid dudc.
Trén thit nghiém lim siang ¢6 ki€m sodt trén bénh nhén dau do nguyén nhin thin kinh trung uong, cii thién 50% dau
dat dude d6i vdi 22% bénh nhin diéu tri biing pregabalin va 7% ding gid dudc.

Péng kinh

Diéu tri b trg

Pregabalin dudc tién hinh nghién ctu trén 3 thit nghi¢m ldm sang cd kiém sodt trong 12 tudn vdi liéu 2 lin mdt ngay
(BID) va 3 lin mét ngay (TID). K&t qui cho thiy tinh an toin va hiéu qui cia ci hai liéu 2 Jin mot ngay va 3 lin mot
ngiy 1a nhu nhau.

Hiéu qud gidm tin suit con dong kinh dat dudc trong tudn thi nhat.

Dom tri liéu (Bénh nhdn mdi duge chédn dodn)

Pregabalin dudc Gén hanh nghién citu trong mot thit nghigm 1im sang ¢6 kiém sodt trong 56 tuan vdi liéu 2 lin mot
ngiy (BID). Pregabalin khong thua kém lamotrigine trong 6 thing diéu tri trén bénh nhin 1én con dong kinh khéng
kiém sodt. Su an toan va dung nap clia pregabalin va lamotrigine la nhe nhau.

R&i loan lo du lan téa

Pregabalin dugc tién hinh nghién citu rong thir nghi¢m cd kiém sodt trong 4-6 tuin, 8 twin rén bénh nhad ldn tudi va 6
thing trong nghién ctfu chong tdi phdt ldu dai wrong phase nghién curu chéng tdi phdt mi doi.

Su ;_n'im triéu ching r6i loan 1o du lan tda (GAD) nhy phin dnh trong bic thang ddnh gid lo 4u clia Halmiton (HAM-A)
trong tuin thit nhit diéu tri.

Trong thif nghiém lim sing ¢6 Ki€m sodt (4-8 win), cdi thién it nhat 50% trén g diém trong thang HAM-A d5i véi
529 bénh nhin diéu tri bling pregabalin va 38% bénh nhiin diing gid dude.

Trong thit nghié¢m ¢6 kiém sodt, két qud cho thdy ti 1¢ thi gide mdf di & bénh nhin diéu tri biing pregabalin cao hon so
v4i bénh nhan ding gid duge. Kiém tra thi Iy (bao gdm khi ndng nhin rd vat, thi truding clia mit va kiém tra soi ddy
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215[) dl{(jc tién h:lrfl:l trén 3600 bénh nhin trong mot thif nghiém 1im sing 6 ki€m sedt Kequd cho thiy, di’ed khodng
.5.% bénh nfmn gidm khﬁ;mng nhin 10 vat & bénh nhin diéu i vdi pregabalin so vdi 4.8% bénh nhin dang gid dugc.
Thi truting ctia mit thay ddi da dudc bdo cdo & 12,4% bénh nhin diéu tri biing pregabalin so vdi 11,7% bénh nhin dI}.ng

gi: ((j]l.f(}c. Ddy mit thay ddi di duge quan sdt & 1,7% bénh nhén diéu tri bing pregabalin so véi 2,1% bénh nhén ding
g1a dugce.

DUGC PONG HOC

D‘Lr(j‘c dbng h,(_‘JC Sr‘x dinh ctia pregabalin 1d nhu nhau & cdc nhém tinh nguyén khée manh, b¢nh nhén dong kinh dang diéu
tri biing thudc chong ddng kinh va nhém bénh nhin mic chifng dau man tinh.

Hdp thu: Pregabalin hdp thu nhanh khi udng hic déi, ndng dd dinh huyét wring dat duge sau 1 gid uéng khi dang don
liéu hay da liéu. Sinh kha dung duting ung khodng trén 90% va khéng phy thuje vao liéu. Céc lidu nhic lai sau dé thi
trang thdi 6n dinh dat dugc trong vong 24 d&n 48 gids. Ty 1¢ hip thu pregabalin gidm xudng khi udng ciing thiic dn, hé
qud giy ra lam gidm ndng do dinh trong huyét wong Cmax khodng 25 - 30% va thdi gian dat ndng dO dinh ting Ién
khodng 2.5 gidt. Tuy nhién. sit dung pregabalin ciing vdi d6 an khong gdy dnh hudng nghiém trong d€n muc hip thu
pregabalin.

Phan b Trong cdc nghién ciu tién 1im sang, pregabalin di qua dudc hang rao méu ndo & chudt cong, chudt nhit va
khi. Pregabalin cling qua dudc nhau thai va dudc bai (i€t ra sira & chudt cong. & ngudi, thé tich phin b& biéu ki€n khi
diing dudng udng xdp xi khodng 0,56 1/kg: Pregabalin khong lién k&t vdi protein huy&t uong.

Chuyén hoa sinh hpc: Pregabalin chuyn héa khang déng ké & ngudi. Theo lidu ddnh ddu ddng vi phéng xa pregabalin,
khodng 98% phong xa da dugc tim thiy & nue ti€u dudi dang pregabalin khong chuyén héa. Din xuit N-methyl ciia
pregabalin 13 chdt chuyén héa chinh clia pregabalin dudc fim thy trong nudc ti€u, chiém khodng 0,9% lidu. Trong cic
nghién cifu tién 1am sang, hdn hdp racemic ctia pregabalin khong dude tim thiy.

Thi trit: Pregabalin ducc thdi trif chinh af hé wén hoin qua thai trir & thin dudi dang khong dai.

Thdai gian bdn thdi pregabalin vao khodng 6,3 gid. DO thanh thii pregabalin huy&t tuong va & thin ty 1& thudn véi do
thanh thdi creatinin.

Cin diéu chinh liéu pregabalin & bénh nhin suy gidm chic ning thin hogc dang thim phin miu.

Tuyén tinh/ phi wyén tinh

Duge dong hoc pregabalin tuyén tinh trong khodng lidu khuy&n cdo. Sy bi€n ddi duge dong hoc cua prebagalin thip
(<209%). Dudc dong hoc véi liéu da liéu ¢6 thé dy dodn dudc tf cde dit liéu cia liéu don liéu. Vi vdy, khong cin kiém
sodt ndng do huy€t wong pregabalin hang ngay.

Dufge dong hoc & cdc nhém b¢nh nhan dac bigt

Giditinh 5
Cic thir nghiém lim sing da chi ra rling gidi tinh khong dnh hudng 16n d€n ndng ) pregabalin huy€t tudng.

Bénh nhin suy thin

D6 thanh thdi pregabalin ti 1¢ thuin véi 4o thanh thii creatinine. Thém vao d6, pregabalin dugc thdi trif hiéu qué ra
khoi huyét widng bing thim phan mdu ( sau khodng 4 gi¥ thim phan mdu, pregabalin gidm xudng khodng 50%). Do
pregabalin dugc thai trir chi y€u qua thin, ¢in gidm liéu & bénh nhin suy than va ting lidu vdi bénh nhin thim phin
mau.

Bénh nhin suy gan

Chua ¢6 nghién cttu cu thé vé duge dong hge trén bénh nhén suy gidm chite ning gan. Do pregabalin khong bi chuyén
héa ddng k€ va thii tri¥ chti yéu & dang khing déi qua nude ti€u nén chic ning gan suy gidm khong thay d8i ddng ké
ndng d pregablin trong huy&t urong.

Ngusi gid ( trén 65 wdi)

P thanh thii pregabalin ¢ xu hudng gidm khi wdi @ng 1én. Sy gidm do thanh thai nay phi hgp vdi gidm thanh thdi

creatinine khi wdi ting 1én. C6 thé cin gidm liéu pregabalin v6i bénh nhin t8n thuong chife nang thin lién quan dén
2

oi.

CHI PINH

Pau do nguyén nhén thin kinh

Pregabalin dugc chi dinh diéu tri cho bénh nhin dau do nguyén nhin thin kinh trung udng va ngoai bién & ngudi Idn.
Ping kinh

Pregabalin dude chi dinh didu tri phy trgf & ngudi 16n v&i benh dong kinh cuc bd ¢ hay khong toan thé héa thit phdt.
Rdi loan lo fu lan téa

Pregabalin dugc chi dinh diéu tri r&i loan lo du lan tha (GAD) & ngudsi 16n.

LIEU LUGNG VA CACH DUNG
Litu lugng:

L1



Khodng liéu tr 150 dé€n 600 mg mdingay chia hai hodic ba ldn,

Pau do nguyén nhéan thdn kinh

::g:xgwhnn:ﬁ;:f; «:::::Jh;nl:::l :u:u lIAS(I mg mbi ng:‘iy. .‘chiz‘al hai hodc ba Iaji’n, Dl._f?{ vao khd ning dép tng va cllnng nap
A ax, g licu lén 300 mg mdi ngiy sau khodng 3 dén 7 ngay. C6 thé ding liéu 16n nhat 600 mg

moi ngdy sau | wan nita ding thude.

Ping kinh

K!&uyt‘*:n cz’nj bdt ddu didu tri vdi liéu 150 mg mdi ngiy, chia hai dén ba lin. Dya vao kha niing ddp ng va dung nap

trén titng bénh nhin, c6 thé tang lidu 1én 300 mg mdi ngdy sau | win ding thude. C6 thé tang licu 16n nhi't dén 600 mg

mdi ngdy sau | win nita ding thudc.

Réi logn lo du lan téa

Khéuyé'n cdo diing 150 d€n 600 mg mdi ngdy, chia hai hodc ba ldn. Cin ddnh gid thudng xuyén trong qud trinh diéu tri.

Liéu ban didu khuyén cio ding 150 mg mdi ngdy. Dya vao khd nang ddp dng va dung nap ctia mbi bénh nhién, iéu e6

lhf'e’ ting 1én 300 mg mdi ngdy sau 1 wén ding thude. Sau 1 win nifa ding thude ¢6 thé ting liéu 1én 450 mg mdi ngay,

lidu i da 1a 600 mg mdi ngdy.

Ngiing sit dung

Dua trén cdc nghién cifu 1im sang hién tai, cin ditng thuGc din dédn it nhdt trong | win khong phu thude vao chi dinh.

Cic truing hgp dic bi¢t *

Bénh nhéan suy thdn

Pregabalin duge thdi i ra khdi hé wén hoin chii yéu biing thii trif & thin dudi dang khong d6i. D) thanh thdi

pregabalin 1 1¢ thudn vdi do thanh thii creatinine, cin gidm liéu & bénh nhin c6 tén thudng chmic niing thin theo dd

thanh thii creatinine (Cl.,) (Bdng 1).

Pregabalin duge thii wir ra khoi huy&t wong vdi cdc bénh nhiin thim phin médu ( 50% trong 4 gid). Vdi cdc bénh nhin

thim phin méu, liéu hang ngay cta pregabalin ¢6 thé diéu chinh dira vio chifc ndng than. Cin b3 sung lidu sau mdi 4

gidf thim phin mdu.

Bing 1. Diéu chinh liéu pregabalin dya vao chifc ning thin

Téc di thanh thai
Tdng liéu ha B li hé dp i
creatinine (Cl;) (mL/phiit) ng liéu hang ngay pregabalin Ché dj lidu
Liéu khdi da ;
[r;e;ng_g)da“ Lidu t6i da (mg/ngdy)
=60 150 600 Hai hoac ba ldn mdi ngay
230 - <60 75 300 Hai hoac ba lin m&i ngay
- L= A .
>15-<30 25.50 150 M{jl hodc hai lin moi
ngay
<l5 25 75 Mot lin mdi ngdy
Liéu bé sung sau khi thim phin mdu (mg)
| 25 | 100 | Liéu don

Bénh nhéan suy gan

Khong cin diéu chinh liéu d bénh nhdn suy gan.

Bénh nhan nhi

An todn va hiéu qué cia pregabalin rén bénh nhin dudi 12 tudi va thanh thi€u nién (12 dén 17 wdi) chua dude nghién
cifu, Chuta 6 i lidu cu thé.

Bénh nhén lén tudi (trén 65 tudi)

Cin gidm liéu pregabalin d3i vi bénh nhin I6n wdi do suy gidm chifc niing thin.

Céch dung:
Thuiic ding dudng udng. Ding theo sy chi diin clia bc 5.
Pregabalin ¢6 thé udng lic d6i hodc no.

CHONG CHI DINH :
Qud mén vdi pregabalin hay bat ki thanh phin nao cia thude.

CANH BAO VA THAN TRONG

Bénh nhan ddi thdo diing .

Theo cdc tai lieu 1im sing hién tai, mot s6 bénh nhin di théo ducng ting cin khi diéu tri bing pregabalin ¢in diéu
chinh vdi thuiic ha dusg huy&t.

Phén ting qud mén

D3 ¢6 bdo cdo xdy ra phin @ing qud mén sau Khi sit dung pregabalin trén thi trung, bao gdm céc trudng hop phit mach.
Cén dirng sif dung pregabalin ngay khi xuit hién cdc riéu ehing phdt mach & mit, quanh miéng hay dudng ho hap trén.

Mbt s& phin tng qud mén: chong mat, ngi 1 md, mit ¢ thife, nhim lin va suy nhugc thin kinh. Do d6 dé& gy ra 1n
thidng do tai nan d6i vdi cdc bgnh nhan 16n wéi. Cin thin trong cho dén khi b¢nh nhin da quen véi tdc dung ciia
thudc.

Anh hidng dén tdm nhin

Trong cdc thif nghiém cé kidm soét. ti 1& bénh nhin md thi lyc da dudc bio cdo khi st dung pregabalin 16n hon 1a bénh
nhin ding gid duge. Trong cdc thit nghién cifu 1am sang ti€n hinh kiém tra thi gide, ti 1& gidm thi Jue va thi trudng mit
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i -5 . . .
thay dni a b.énh nhéin diéu tri bing pregabalin 16n hon bénh nhin ding gid'duge, ' 1Oddy mdt thay i & bénh nhin
ding diéu wri biing pregabalin 1dn hon bénh nhin diing gid duge.

T.rén thi trudng, cdc phin dng phy trén thi gidgc dd duge bdo cdo, bao gdm mat thi lye, nhin md hay cdc thay déi vé thi
gidc khdc, thudng cde phin dng niy 14 thodng qua. Difng sif dung pregabalin ¢6 thé gidi quy€t va cdi thién cdc Ia'.t;
dung phu nay.

Suy thin

Mt s6 trudng hop suy thin di dude bdo cdo khi st dung pregabalin va khi ngifng sif dung pregabalin dd dio ngudc lai
tdc dung phu niy. ‘

Sit dung déng thisi vdi cdc thude ching dgng kinh
Chufa ¢6 di d liéu vé viée ngung sit dung khi sit dung dong thdi vdi cde thudc chéng dong kinh khde.

Trigu chiing cai nghién

Sau khli ngifng st dung pregabalin sau mt thifi gian ngidn hodic dii diéu tri, tri¢u ching cai nghién da quan sdt thiy ¢
mot s5 bénh nhin. Mot sd triéu chiing d3 quan sdt thiy: mil ngd, dau ddu, lo du, tiéu chdy, hoi chiing cim, cang thing,
trim cim, dau, co gidt, ting i€t mb hoi v chéng mat. Bénh nhin cin thong bdo cdc tridu ching nay khi bit ddu st
dung thudc.

Co gidt, bao gdm cd dong kinh va co gidt manh ¢6 thé xdy ra sudt qud trinh st dung hodc trong thdi gian ngin sau khi
ngirng diung thuoc.

Khong ¢6 dit ligu vé ti 1é va tri¢u chifng cai nghién nghiém trong lién quan suSt qui trinh diéu tri va lidu lugng cia

pregabalin khi ngung diéu tri sau thdi gian dai diéu tri biing pregabalin. /

Suy tim sung huyét

P ¢ bdo cho suy tim sung huy&t véi mot s§ bgnh nhin ding pregabalin. C4c phdn @ng ndy hdu nhu xdy ra & bénh
nhin 160 tudi ¢6 t3n thudng tim mach khi dang pregablin dicu i dau do nguy&n nhan thin kinh. Cin thin rong sif dyng
pregabalin & nhitng bénh nhédn ndy. Ngung sif dung pregabalin ¢6 thé gidi quy€t cdc phin (ng nay.

Piéu tri dau do nguyén nhén thin kinh trung vong do tén thitdng niy song.

Piéu tri dau do nguyén nhin thin kinh tring wong do t9n thudng tily song ¢6 thé gy mdt sd tdc dung phu trén hé thin
kinh trung ucng, dic biét 1a budn ngl. NG ¢6 thé do hi¢u tng phu khi ding k&€t hgp véi cde thudc cin thiét khdc (viduy
nhyt thudc chong co giat). Cin xem xét diéu tri bling pregabalin trong nhimg trudng hop nay.

Y nghi va hanh vi t tit

Y nghi va hanh vi nf o 43 dude bdo cdo & mot s& bénh nhan didu tri vai thudc chdng dong kinh. MOt phén tich ngiu
nhién téng hop cla cic thude chdng donz Kinh cling cho {hdy ting nh¢ nguy cd ¥ nghi va hinh vi tif tif. Cd ché clia cde
nguy cd ndy chua rd ring va cdc ti liéu 1ién hanh khong thé loai uir Ii do ting nguy ¢d niy clia pregabalin.

V1 vily, bénh nhin cdn duge gidm sdt cde d&u hiéu ciia ¢ nghi va hanh vi o tf, vii n€u cin thi€t cdn phdi dugc diéu tri.

Suy gidm chitc ning duimg tiéu héa

Pi 6 mot s§ bdo cdo gidm chie ning dudng tiéu héa (the rudt, liét rudt, tdo bén) khi dung d6ng thai pregabalin vdi
mot s& thude c6 kha ning gdy tdo bén nhu thude gidm dau opioid. Khi ding dong thai pregabalin va cdc opiod céin c6
cdc bién phdp lam gidm tdo bén dic biét & phy nif va ngudi gia.

Lam dung thude
Pi ¢6 bdo cdo lam dung thudc & mot s8 rudng hop. Cin than trong stf dung thudc & nhitng bénh nhin c6 tién sif lam
dung thude va bénh nhén ¢dn duge gidm sdtvé nhifg triéu ching lam dung thudc.

Bénh ndo ;
Di ¢6 bdo cdo vé bénhndo xdy ra, hiu hét & bénh nhdn tiém 4n nguy co bénh ndo.

Khiong dung nap lactose
Pregabalin chifa lactose monohydrate. Benh nhin di truyén hi€m gap khong dung nap galactose, thi¢u hut Lapp lactase
hay kém hap thu glucose - galactose khong nén dung pregabalin.

ANH HUGNG TREN KHA NANG LA { XE VA VAN HANHMAY MOC
Pregabalin ¢6 thé giy chéng mat, ngii 1o mad, mt § thife hay suy nhudc thin kinh. Cin thin trong khi Idi xe va vin hanh
mdy méce khi sif dung pregabalin.

TUGNG TAC THUOC _ o
Pregablin dugc thai trir chu yéu qua nude iéu duoi dang khong doi va chuyén héa khong dang ke (<2% dang bién déi dugc
tim thiy trong nude tiéu), khong tc ché chuyén héa thube trén invitro, va khong lién két protein huyét tuong, khong gdy
tuong tac duge dong hoc.
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Phén tich nghién eifru duwge ddng hoc trén in vive va trén cjng déng

Nghién cifu invivo, khong quan sdt thdly wong tic duge dong hoc gilta pregabalin va phenytoin, carbamazepin, acid
valproic, lamotrigin, gabapetin, lorazepam, oxycodone hay ethanol. Phin tich duge dong hoc trén cOng dbng da chira
ring thudc ti€u dudng, 1di ti€u, insulin, phenobarbital, tigabin vi topiramat dnh hudng khong ddng ké dén 4o thanh thdi

cia pregabalin.

Thuée trdanh thai diimg ubng, norethisterone vafhodc ethinyl oestradiol
Sit dung ddng thsi pregabalin va thudc tranh thai dudng udng norethisterone va/hoidc ethinyl eswradiol khong dnh hudng
dén trang théi duge dong hoc Sn dinh cda hai dude chit.

Ethanal, lorazepam, oxycodon

Pregabalin ¢6 thé lam ting tdc dung ciia ethanol va lorazepam. Trong cic nghién cifu ldm sang 6 kiém sodt,
pregabalin vdi liéu da liéu diing két hdp v6i oxycodon, lorazepam hay ethanol khong gdy ra dnh hudng nghiém trong
wén ho hap. Sau khi Iuu hinh, di c6 bdo cdo suy hd hap va hon mé & mot sd bénh nhén ding két hgp pregabalin va cdc
thudc chdng trim cdm tdc dung trén thin kinh trung wong khic. Pregabalin dudng nhulam ting thém sy gidm nhin thirc
vt chifc ning vin dong tong thé giy ra bdi oxycodon.

Bénh nhan lon tudi

Chuta ¢6 nghién cifu cy thé wdng tdc dude Iyc hoc trén bénh nhén ldn wdi.

SU DUNG CHO PHU NU CO THAT VA CHO CON BU :

Phu nit mang thai

Chuta ¢6 dit liéu ddy i vé viéc sit dung pregabalin trén phy nf mang thai.
Cic nghién cifu trén dong vt cho thi'y ¢6 de tinh vé sinh sin. Nguy cd d6i v6i ngudsi 13 chua xde dinh.
Pregabalin khong nén sif dung trong sudt qué trinh mang thai trir khi thit cdn thi€t (néu 1di ich doi vdi me 1dn hon nguy

cof trén thai nhi)

Cho con bii

Chua xdc dinh dudc pregabalin ¢6 duge bai tiét ra sifa hay khong, tuy nhién pregabalin dugc bai ti€t ra sifa trén cdc
nghién citu & chudt nhit. Vi vay, phu nir thdi ki cho con bi khong nén khuyén cdo diéu tri biing pregabalin.

Khd ndng sinh sdn

Chua ¢6 dif liéu lam sang vé tdc dung clia pregabalin trén khd ndng sinh sdn.
Trong mét nghién ciru lam sang danh gid tdc dung cia pregabalin trén kha nang di chuyén cua tinh tring, cic tinh nguyén
khoe manh duge ding pregabalin véi lieu 600 mg/ngay. Sau 3 thang, ket qua cho thiay khong c6 sy anh huong dén kha nang

di chuyén cua tinh tring.

TAC DUNG KHONG MONG MUON (ADR)

Chuong trinh nghién cifu 1dm siang pregabalin vii khodng 8900 bénh nhén diéu tri bing pregabalin, rong d6 cé khodng
trén 5600 bénh nhin dude tién hanh trong nghién cifu mit doi ¢6 ki€m sodt. Cdc téc dung khong mong mubn phd bién 1a
¢héng mat va budn ngi. Mite 4o tic dung phu tf nhe d&n trung binh. Trong nghién ciu ¢6 ki€m sodt, 1 1¢ phdi ngung sif
dung 12 khodng 12% d6i vdi bénh nhin ding pregabalin va 5% vdi bénh nhin ding gid duge, Nguyén nhén ngung st

dung chiil y€u 12 do chéng mat va buén ngi.

Tén sul va cdc tic dung khong mong mudn duge thé hién trong biing (rdt phd bi€n (=1/10), phd bi€n (=1/100 - <1/10),
it gap (=1/1000 - <1/100), hi€m gip (=1/10000 - <1/1000), rit hi€m gip (<10000), khong biét (khong th¢ ddnh gid dua

vito cdc s0 liéu hién tai.)

Trong diéu tri dau do nguyén nhin thin kinh trung udng do tén thuong iy song, ti 1¢ téc dung khong mong mudn 1 phd
bi€n dic biét trén hé thin kinh trung vdng nhu budn ngd.

Phén loai hé cd guan

[ Tic dung khéng mong muén

Nhi&m khudn

ftgap

| viem mai hong

R&i loan hé Lhé'ﬂg médu va bach huyét

Hiém gip

I Gidm bach cdu

Ri loan hé thong mién dich

Khéng biét

| Oud min, phit mach. di ding

RGi loan chuyén héa va dinh dudng

Phé bi€n

Ting thém idn

it giip Chén #n, hg duting huyét
RGi loan tim thin
Phé bi€n Tam trang phin khich, nhim 1dn, d& kich djng, gidm ham mudn

finh duc, mt phudng hudng. mit ngi.

figip

Ao gidc, hodng loan, bon chdn, lo du, trim cdm, chdn ndn, tinh
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khi bat thudng, dién'dat trkhd khiin; gif¢ mo.bit thuting, ting
ham mudn tinh dug, thd d.

Hiém gip

Khong kiém ché, tim trang ting

Khong biét

Hung hing

R&i loan hé thdn kinh

Rét phd bién

Chéng mat, budn ngi

Phd bién

Mait diéu hoa, run, loan ngdn, suy gidm tri nhd, réi loan chi y, di
¢dm, an thin, roi loan cin hhng. ngii lim, dau diu.

ftgap

Ngdt, ngdn ngd, rung git cd, trang thdi tim thin hi€u djng thdi
qud, rdi loan van ddng, chéng mit ur the, rung gidt nhin ciu, rdi
loan nhin thifc, rdi loan ngdn ngit, gidm phdn xa, mi't tri nhd, rit

Hiém gip

Gidm chifc ning vin dong, rdi loan khiu gidc, ching khé viét.

Khong biét

MAil y thife, gidm tinh thin, co giat, khé chiu

R&i loan thi gidc

Phd bién Nhin m{¥, nhin d6i

frgap R&i loan hinh 4nh, sung mit, khuy€t 13t thi truding mét, gidm thi
luwe, dau mit, méi mit, kho midt, ting tét1é

Hi€m gip Mt thi gidc ngoai vi, chiing nhin dao ddng, hoa mit, ngita mit,
gidn dong ut, ldc, gidm do sing hinh dnh.

Khdng biét Mt thi lre, viém pidc mac

R&1 loan mé 16 va thinh gidc

Phd hi€n Chéng mit

it gip Téng thinh luc

R&i loan tim mach

{t gap Nhip tim nhanh, block nhi thit do |

Hi€m gip

Nhip nhanh xoang, nhip chim xoang, loan nhip xoang

Khong biét

Suy tim sung huyét, QT kéo dai

RGi loan mach

ftgap

D&, néng bitng mit, ting v ha huyét dp

Hiém gip

Lanh ngoai vi

Rai loan hd hip, viing nguc va trung thit

ft gap

Khé thd, kho mii

Hiém giip

Chiy mdu cam, dau thit hong, ho, nget mili, viém mdi, ngdy ngi.

Khong biét

Phi phdi

Rai loan ti¢u hda

Phd bién N6n, khé miéng, tio bén, ddy hdi
It gap Diy bung, trio nguge da day-thue qudn, ting i€l nude bot, gidm

xtc gidc

Hi€m gip

C6 tridng, viem tuy, khé nudt

Khong biét Sung Iudi, tiéu chiy, budn non
R loun da vit mo dudi da

It giip Phit ban, ting ti€l mb hoi
Hi€m gip Mé day, md hoi lanh

Khong biét

Hoi chitng sieven-johnson, ngia

R&i loan md xuung khdp va mo lién k€t
g Khdp

It gap

Co giat, sung khdp, co cing cd, dau cd, dau khdp, dau lung, diu
chin tay, ciing cd.

Hi€m gip

Tiéu ¢d vin, co thit ¢d ¥ cung, dau cd
£

R6i loan thin va tiét niéu

it gap

. ~ - 3 sy 4
Ti€u khOong ki€m sodt, khé ticu

Hiém gip

Suy thin, gidm ni¢u

Khong bi€t

Bi ti€u

Rai loan hé thong sinh sin va tuyén vii

Phé bién

Rai logn chifc nidng cudng dudng

it gip Xuit tinh chim, roi loan chic ndng tinh duc

Hié€m gap Mt kinh, chiy sia, dau vi, dau bung kinh, ung thu vi

Khong biét 2 To vii § nam gidi

R&i loan tai chd va toin thin

Pha bién Ddng di bit thudsng, cdm gide say rugu, mét moi, phtt mach ngoai

vi, phit né.
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it gap Tifc nguc, meét moi, khidt mide; dau; cdm gidc bat thutng, 'n lanh.

Hiém gip Phil toin thin, sot

Khong biét Phi mit

Diéu tra

Phé bién Ting cin

it gap Creatinin phosphokinase mdu ting, alanin mfinincilraﬂsferasc
ting, aspartale aminotransferase tang, giam tiéu cau

Hiém gip Glucose mdu ting, kali mdu gidm, bach ciu gidm, creatinin mau
ting, gidm cin.

Ngung sif dung sau mot thisi gian ngdn hay dii diéu tri bling pregabalin, ri¢u chifng cai nghién da dude quan sdt thi'y &
mot s& bénh nhéin, Mot s& phin ing sau dd dugc quan sdt thiy: mat ngi, dau ddu, budn ndn, lo du, tiéu chdy, hdi chitng
cim, co gidt, cing thing, trim cdm, dau, ting ti€t md hoi vi chéng mit. Bénh nhin cdn duge thong bdo vé cdc phin

ing niy khi bt diu diéu tri vdi pregabalin.

QUA LIEU VA BIEU TRI

Theo cic béo cdo trén thi truding, hiu hét cde tic dung khong mong mudn lién quan d&n qud liéu bao gdm: budn ngd,

trang thdi nhdm Idn, kich dong va bon chdn.

Trong truding hop qud lidu, cin c6 cdce bién phép hd tr va tién hanh thim phan miu n€u cin thiét.

TIEU CHUAN CHAT LUGNG: Nhi siin xudl
HAN DUNG:
24 thing k& tif ngay sdn xudl.

S&16 sdn xudt (Batch No.), ngay sdn xudt (Mfe), han ding (Exp.): xin xem trén nhan bao bi.

BAO QUAN:
Dudi 30°C, trdnh dnh sding va dm.

BAO QUAN
Hop 3 vix 10 vién

San xuét boi:

e Torrent TORRENT PHARMACEUTICALS LTD

Indrad-382721, Tal: Kadi, City: Indrad, Dist.: Mehsana, An D3.

Ngéy xem xét lai i hweong dén st dwng: 30/10/2014
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