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Ry - ThuGe ban theo don

TORGABALIN 75

(Vién nang cirng bao phim Pregabalin 75 mg)
CANH BAO:
Chi ding theo su ké don ciia bdc si.
Néu cdn thém théng tin, xin héi y kién bdc si.
Khéng diing qud liéu chi dinh.
Xin théng bdo cho bdc si biét cdc tdc dung khong mong muén xdy ra trong qud trinh sit dung.
Dé thubc xa tdm tay tré em.
DPoc ky huéng dén sit dung truée khi sit dung.
Khéng diing thuée da qud han sit dung.

THANH PHAN:

Hoat chat

Pregabalin ..............75 mg
Ta dugce

T4 dudc tinh bot ddng bi€n tinh Starcap 1500, talc, nang gelatin cing s6 4 ( mau dd cam duc/ tring duc) ¢6 in " "1360"
va "75" trén ndp va thian nang.

DUQC LUC HQC

Co ché tac dung

Pregabalin gin manh vao thy thé alpha-2-delta (mét thu thé phu cia kénh calci mang dién thé) trong cdc md cia hé théng
than kinh trung wong. Tuy chua biét co ché tac dung ciia pregabalin, nhung cdc nghién ciru trén chudt dot bién voi cac hop
chat ¢6 cu trac ‘twong tu pregabalin (nhu gabapentin) cho thay sur gén két vao thy thé alpha-2-delta 1a can thiét cho tac dung
giam dau va chong co gidt trén dong vét. Trén invitro, pregabalin lam giam giai phong (phu thudc calci) mot s6 dén truyén
than kinh, c6 thé do diéu chinh chire nang kénh calci.

Pregabalin la mt dan xuét cua chét trc ché dan truyen than kinh acid gamma-aminobutyric (GABA), nhung né khong gan
tryc tiép vao cdc thu thé GABA,, GABAg hay thy thé benzodiazepin, khong lam tang ddp tmg GABA, trén cdc no ron nubi
cly, khong 1am thay dbi ndng dd GABA & ndo chudt va khong anh huong ngay dén su tao thanh va phan hity GABA. Tuy
nhién, sir dung Pregabalin kéo dai trén cac no ron nuéi cay lam tang mét do protein vén chuyén GABA va ting tbc do van
chuyén GABA. Pregabalin khong chen kénh calci, khong c6 téc dung voi thu thé opiat va khong lam thay dbi hoat tinh cta
enzym cycloxygenase. N6 ciing khong cé tac dung véi thu thé serotonin va dopamin, khong trc ché su téi tao dopamin,
serotonin hogc noradrenalin.

Kinh nghiém lam sang

Pau do nguyén nhin than kinh

Hiéu qud da dugc chi ra trong cdc thif nghiém trén bénh nhan thin kinh ddi thdo dudng, dau do nguyén nhan than kinh
sau zona va ton thuong tiy song. Hiéu qud trén cdc md hinh khédc ciia dau do nguyén nhin thin kinh chua dugc nghién

ciu. A
Pregabalin di dugc nghién citu & 10 thit nghiém 1im sang ¢6 ki€m sodt trong 13 tudn d6i véi lidu 2 1an mdt ngay (BID) f,_
vi 8 tudn doi vdi lidu 3 1dn mot ngay (TID). K&t qud cho thdy, an toan va hiéu qud & liéu 2 1an mot ngay va 3 1an mot uﬂ
ngay la nhu nhau. \
Trong thit nghiém 1am sang trong 12 tuin trén bénh nhan dau do nguyén nhén thin kinh ngoai vi va trung udng, hi¢u

qué gidm dau dat dugc sau tudn thi nhat va duy tri trong suSt qud trinh diéu tri.

Trong thit nghiém 1dm sang ¢6 ki€m sodt trén bénh nhin dau do nguyén nhin than kinh ngoai vi, cdi thién 50% dau dat

dude ddi véi 35% bénh nhan diéu tri bing pregabalin va 18% bénh nhin ding gid duge. DSi véi bénh nhan khong trdi

qua budn ngi, hiéu qui dat dugc trén 33% bénh nhan diéu tri biing pregabalin va 18% bénh nhén diing gid dugc. bPé6i

véi bénh nhin ¢6 trai qua budn ng, ti 1& ddp ¥ng dat dugc trén 48% bénh nhin ding pregabalin va 16% dung gid dudc.

Trén thit nghiém 1dm sang ¢6 ki€m sodt trén bénh nhin dau do nguyén nhan thin kinh trung wong, cdi thién 50% dau

dat dugc doi v6i 22% bénh nhan diéu tri biing pregabalin va 7% dung gid dugc.

Pong kinh

Piéu tri b6 trg

Pregabalin dugc ti€n hanh nghién ciu trén 3 thif nghi¢m ldm sang c¢6 kiém so4t trong 12 tudn vdi liéu 2 1an mot ngay %
(BID) va 3 1an mdt ngay (TID). K&t qué cho thdy tinh an toan va hiéu qué ctlia cd hai lidu 2 1dn mot ngay va 3 1in mot

ngay 1a nhu nhau.

Hiéu qué gidm tin sudt con dong kinh dat dugc trong tudn thit nhat.

Pon tri liéu (Bénh nhdn mdi dugc chdn dodn)

Pregabalin dudc tién hanh nghién citu trong mot thir nghiém 1im sang ¢6 kiém sodt trong 56 tudn véi licu 2 1an mot

ngay (BID). Pregabalin khong thua kém lamotrigine trong 6 thdng diéu tri trén bénh nhdn 1&én con dong kinh khong

ki€m sodt. Su an toan va dung nap clia pregabalin va lamotrigine 13 nhu nhau.

R&i loan lo Gu lan téa

Pregabalin dugc ti€n hanh nghién citu trong thif nghi¢m c6 ki€m sodt trong 4-6 tuin, 8 tudn rén bénh nhaf 16n tudi va 6

thdng trong nghién ctfu chdng tdi phdt lau dai trong phase nghién cuu chéng tdi phdt mu doi.

Su giim triéu chirng r6i loan lo 4u lan tda (CAD) nhu phidn dnh trong bac thang ddnh gid lo 4u cia Halmiton (HAM-A)

trong tudn thi nhat diéu tri.

Trong thif nghiém lam sang ¢6 ki€ém sodt (4-8 tan), cdi thién it nhat 50% trén tong di€m trong thang HAM-A dai voi

52% bénh nhan diéu tri bing pregabalin va 38% bénh nhin dung gid dugc.

Trong thif nghiém c6 ki€m sodt, k&t qua cho thay ti 1¢ thi gidc mJ di & bénh nhin diéu tri biing pregabalin cao hon so

v6i bénh nhin ding gid duge. Kiém tra thi luc (bao gdm khd ning nhin rd vat, thi trudng cda mit va kiém tra soi ddy
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mit) duge ti€n hanh trén 3600 bénh nhin trong mot thit nghiém 1am sang c6 kiém sodt. K&t qua cho tha'y, di ¢6 khodn
6.5.% bf}nh nhin gidm khé‘nﬁng nhin o vat & bénh nhin diéu tri v6i pregabalin so vdi 4.8% bénh nhan éﬁng gid du’dcg
TE; trudng clia mit thay ddi di dugc bdo cdo & 12,4% bénh nhan diéu tri bing pregabalin so véi 11,7% bénh nhan dﬁ}lg.
gid :Ll:((:c Pdy mit thay ddi da dugc quan sdt & 1,7% bénh nhédn diéu tri bing pregabalin so véi 2,1% bénh nhin ding
gid dugc.

DUGC PONG HQC
D.Lr(}\c dong h’()c 6[} dinh clia pregabalin 1a nhu nhau & cdc nhém tinh nguyén khée manh, bénh nhan dong kinh dang diéu
tri biing thudc chdng dong kinh va nhém bénh nhin mic chitng dau man tinh.

Hdp thu: Preg\abalin hap thu nhanh khi udng lic d6i, ndng do dinh huyét wong dat dugc sau 1 gio udng khi ding don
liéu hay daqliéu. Sinh khi dung duoing uong khodng trén 90% va khong phu thudc vao li€u. Cdc liéu nhic lai sau d6 thi
trang thdi On dinh dat dugc trong vong 24 dén 48 gid. Ty 1& hap thu pregabalin gidm xudng khi udng cing thifc dn, hé
qué giy ra lam gidm ndng do dinh trong huy€t wiong Cmax khodng 25 - 30% va thdi gian dat ndng do dinh ting 1&n
khodng 2.5 gid. Tuy nhién, sit dung pregabalin cing véi dd %n khong gy dnh hudng nghiém trong dén mc hap thu
pregabalin.

Phén bé: Trong cdc nghién cdu tién 14m sang, pregabalin di qua dugc hang rao mdu nio & chudt cOng, chudt nhit va
khi. Pregabalin ciing qua dugc nhau thai va dugc bai i€t ra sifa & chudt cong. G ngudi, thé tich phan b3 biéu kién khi
diing dudng udng xap xi khodng 0,56 1/kg: Pregabalin khong lién k€&t v6i protein huy€t wong.

Chuyén héa sinh hoc: Pregabalin chuyén héa khong dang ké & ngudi. Theo lidu d4nh dau ddng vi phong xa pregabalin,
khodng 98% phong xa di dudc tim thdy & nudc ti€u dudi dang pregabalin khong chuyén héa. Dén xuit N-methyl clia
pregabalin 1a cha't chuyén héa chinh ciia pregabalin duge tim thdy trong nudc tiéu, chi€m khodng 0,9% liéu. Trong cdc
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nghién cifu tién 1am sang, hon hgp racemic ctia pregabalin khong ducc im thay.
Thdi trir: Pregabalin dugc thdi trif chinh ¥ hé tudn hoan qua thdi trr § than dudi dang khong ddi.
Thoi gian bdn thdi pregabalin vao khodng 6,3 gid. PO thanh thdi pregabalin huy&t twong va & than ty 1& thuan véi do

thanh thdi creatinin.
Cin diu chinh liéu pregabalin & bénh nhan suy gidm chifc niing than hodc dang thim phin mdu.

Tuyé&n tinh/ phi tuy€n tinh

Dudc dong hoc pregabalin tuyén tinh trong khodng lidu khuyén cdo. Sy bién d8i duge dong hoc cua prebagalin thap
(<20%). Dudc dong hoc véi liéu da lidu ¢6 thé dy dodn dugc tif cdc dif ligu clia lidu don liéu. Vi vay, khong cin kiém
sodt ndng do huyét tuong pregabalin hang ngay.

Dugc dong hoc ¢ cdc nhém bénh nhén dic bi¢t

Gidi tinh .
Céc thit nghiém 1am sang da chi ra ring gidi tinh khong 4nh hudng 16n d€n ndng do pregabalin huyét tuong.

Bénh nhin suy thin

Do thanh thii pregabalin ti 1¢ thudn véi do thanh théi creatinine. Thém vao do, pregabalin dugc thdi trir higu qud ra
khoi huyét twong béing thim phian mdu ( sau khodng 4 gid thim phin mdu, pregabalin gidm xudng khodng 50%). Do
pregabalin dudc thdi trir chd y&u qua than, can gidm lidu & bénh nhin suy thdn va ting lidu v4i bénh nhin thim phin
méu.

Bénh nhdn suy gan

Chua c¢6 nghién cifu cu thé vé& dugc dong hoc trén bénh nhén suy gidm chifc ning gan. Do pregabalin khong bi chuyén
héa ddng k€ va thdi trir chi yéu § dang khdng d8i qua nudc ti€u nén chifc ndng gan suy gidm khong thay d8i ddng ké
ndng do pregablin trong huy€t trong.

Ngudi gia ( trén 65 wdi)
Do thanh thii pregabalin ¢6 xu hu6ng giam khi tudi ting 1én. Sy gidm do thanh thii nay phi hgp véi gidm thanh thdi
creatinine khi wdi ting 1én. C6 thé cin gidm lidu pregabalin v6i bénh nhin t8n thuong chitc ndng than lién quan dén

woi.

CHI PINH

Pau do nguyén nhan thin kinh

Pregabalin dugc chi dinh diéu tri cho bénh nhan dau do nguyén nhin thin kinh trung udng va ngoai bién & ngudi 16n.
Pong kinh

Pregabalin dugc chi dinh diéu tri phu trg & ngudi 16n véi bénh dong kinh cuc bd ¢6 hay khong toan thé héa thit phdt.
R&i loan lo 4u lan toa

Pregabalin dugc chi dinh diéu tri 16 loan lo au lan tda (GAD) & ngudi 16n.

LIEU LUGNG VA CACH DUNG
Liéu lugng:
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Khodng liéu tir 150 d€n 600 mg mdi ngay chia hai hoic ba lan.
Pau do nguyén nhén than kinh

Ktluyén cdo bit diu diéu i v6i liéu 150 mg mdi ngay, chia hai hodc ba 1an. Dya vao khd ning dép @ng va dung na
trén tirng bénh nhin, ¢6 thé ting liéu 1&én 300 mg mdi ngay sau khodng 3 dén 7 nééy. C6 thé dung liéu 16n nhat 6(%() n.1p
mdi ngay sau 1 tun nita ding thudc. ¢
Djng kinh

Khuyén cdo bit ddu diéu tri v6i liéu 150 mg mdi ngay, chia hai d&€n ba lan. Dya vao khd ning ddp ng va dung nap
Iré:n tirng bénh nhz‘}n, ¢6 thé tang lidu 1&n 300 mg mi ngdy sau 1 tuin dung thudc. C6 thé ting liéu 16n nhat d&n 600 rr.lg
mdi ngay sau 1 tin nita dung thudc.

Réi logn lo du lan téa

Kh}lyén cdo ding 150 d&€n 600 mg mdi ngay, chia hai hodc ba ldn. Cin dénh gid thudng xuyén trong qud trinh diéu tri.
Li&"fu ban ddu khuyé&n cdo dang 150 mg mdi ngay. Dya vao khd ning ddp tng va dung nap ctia mdi bénh nhén, lié\u‘c()
thf‘: ting 1én 300 mg mdi ngay sau 1 twén dung thude. Sau 1 tudn nita ding thudc ¢6 thé ting liéu 1én 450 mg mdi ngay,
lidu 3 da 1a 600 mg mdi ngay.

Ngiing sit dung

Duya trén cdc nghién citu 1im sang hién tai, cin dirng thudc din dén it nhat trong 1 tudn khong phu thudc vao chi dinh.
Céc trudng hgp dac biét \

Bénh nhén suy thdn

Pregabalin dugc thii trif ra khoi hé tuan hoan chii y&u bliing thdi trir & than dudi dang khong ddi. PO thanh thdi
pregabalin i 1& thuan véi do thanh thdi creatinine, cAn gidm liéu & bénh nhén ¢6 t8n thuong chifc ning thin theo do
thanh thai creatinine (Cl,) (Bing 1).

Pregabalin dudc thdi trif ra khéi huy&t twong véi cdc bénh nhin thim phan mdu ( 50% trong 4 gid). V36i cdc bénh nhin
thfm phian mdu, liéu hang ngay clia pregabalin ¢6 thé diéu chinh dua vao chifc ning thin. Cin bg sung liéu sau mdi 4
gi®s thim phan mdu.

Béng 1. Diéu chinh liéu pregabalin dya vao chifc ning than

e 6 thanh fHeil Téng liéu hang ngay pregabalin Ché dj liéu
creatinine (Cl,,;) (mL/phiit)
?;gl;::;;l)dau Liéu t6i da (mg/ngay)
>60 150 600 Hai hoac ba lan mdi ngay |
>30 - <60 75 300 Hai hoac ba 14n mdi ngay
15-<30 25.50 150 Mot hoic hai lan mdi
ngay
<15 25 .- 75 Mot 1in mdi ngay
Liéu bd sung sau khi thim phin mdu (mg)
| 25 | 100 | Liéu don

Bénh nhan suy gan

Khong cin diéu chinh liéu & bénh nhdn suy gan.

Bénh nhédn nhi

An toan va hiéu qua ctia pregabalin trén bénh nhin dudi 12 wdi va thanh thi€u nién (12 dén 17 wdi) chua duge nghién
ctfu. Chua ¢6 tai lidu cy thé.

Bénh nhan lén tudi (trén 65 tuéi)

Cin gidm lidu pregabalin di v6i b¢nh nhdn 16n wdi do suy gidm chifc nang than.

Céch dung:
Thudc ding dudng udng. Ding theo sy chi din cda bdc s¥.
Pregabalin ¢6 thé udng lic d6i hodc no.

CHONG CHI PINH :
Qud min vdi pregabalin hay bat ki thanh phin nio ctia thudc.

CANH BAO VA THAN TRONG

Bénh nhdn ddi thdo duong .

Theo cdc tai liéu 1am sang hién tai, mot s6 bénh nhin d4i thio duong ting cin khi diéu tri bing pregabalin cdn diéu
chinh véi thudc ha dudng huyét.

Phén iing qud mdn

Pi ¢6 bdo cdo xdy ra phdn @ng qud mén sau khi sit dung pregabalin trén thi trudng, bao gdm céc trudng hgp phit mach.
Cin dimng st dung pregabalin ngay khi xudt hién cdc trieu ching phd mach & mit, quanh miéng hay dudng ho hip trén.

Mot s& phén @ng qué man: chéng mat, ngi 16 md, mat § thic, nhim Jin va suy nhugc thin kinh. Do d6 d& giy ra tdn
thuong do tai nan d6i véi cdc bénh nhdn 16n tudi. Cin than trong cho d&n khi bénh nhan da quen véi tdc dung cia
thudc.

Anh huéng dén tdm nhin

Trong cdc thit nghiém c6 Kiém sodt, ti 1& bénh nhian mJ thi lyc da dudc bédo cdo khi st dung pregabalin 16n hon 1a bénh
nhin ding gid dugc. Trong cdc thir nghién ctu 1am sang ti&n hanh kiém tra thi gidc, t 1& gidm thi luc va thi trudng mit

\z\\
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UOLT LU ¢ ATLGOIT A .
tl{dy doi [\ b.enxh nhin diéu tri biing pregabalin 16n hon bénh nhan ding gid dudc, ti 1& ddy mit thay ddi & bénh nhan
dung diéu tri bing pregabalin 16n hon bénh nhan diing gid dugc. .

T.rf%n thi,tru'(‘ing, cdc phdn tng phu trén thi gidc da duge bdo cdo, bao gdm mat thi lyc, nhin md hay cdc thay d6i vé thi
gidc khdc, thudng cdc phdn @ng nay 1a thodng qua. Ding sif dung pregabalin ¢6 thé gidi quy&t va cdi thién cdc tzi(;
dung phu nay. .

Suy thdn

Mot s& trudng hgp suy thin da dugc bdo cdo khi sl dung pregabalin va khi ngitng st dung pregabalin da ddo ngudc lai
tdc dung phu nay. o

Sit dung déng thii véi cdc thudc chong dong kinh
Chua ¢6 dii dif liéu vé viéc ngung st dung khi st dung ddng thdsi v6i cdc thude chong dong kinh khdc.

Triéu chiing cai nghié¢n

Sau kh’i ngitg st dung pregabalin sau mot thdi gian ngdn hoic dai diéu tri, tri¢u ching cai nghién dd quan sdt thdy &
mot s bénh nhin. Mot s& triéu chifng 33 quan st thily: mat ngd, dau diu, 10 4u, tiéu chiy, hoi ching cim, cing thing,
trAm cdm, dau, co gidt, ting ti€t md hoi va chéng mit. Bénh nhan cin thong bdo cdc triéu ching nay khi bit ddu sit
dung thudc.

Co giat, bao gdm cd dong kinh va co gidt manh c6 thé xdy ra sudt qué trinh sif dung hodc trong thdi gian ngdn sau khi
ngirng dung thudc.

Khong ¢6 dif ligu v& ti 1¢ va riéu ching cai nghién nghiém trong lién quan sudt qud trinh diéu tri va liéu lugng clia
pregabalin khi ngung diéu tri sau thdi gian dai diéu tri bing pregabalin.

Suy tim sung huyét

Pi ¢6 bdo cdo suy tim sung huy&t véi mot s& bénh nhan diang pregabalin. Céc phdn d@ng nay hiu nhu xdy ra & bénh
nhén 16n wéi ¢6 tdn thuong tim mach khi dung pregablin didu tri dau do nguyén nhan thin kinh. Can thin trong stt dung
pregabalin § nhitng bénh nhan nay. Ngung st dung pregabalin ¢6 thé gidi quyét cdc phidn ing nay.

Pidu tri dau do nguyén nhén thin kinh trung udng do tén thuong tiy song.

Piéu tri dau do nguyén nhan thin kinh tring udng do tén thuong tiy song c6 thé gay mot sG tic dung phu trén hé thin
kinh trung uong, dic biét 1a budn ngd. N6 ¢6 th& do hiéu dng phu khi ding két hgp vdi cdc thudc cin thi€t khdc (vi du
nhy thudc chdng co giat). Cin xem xét diéu tri biing pregabalin trong nhitng trudng hgp nay.

Y nghi va hanh vi t¢ tit

Y nghi va hanh vi ty tf dd duge bdo céo & mot s& bénh nhan diéu tri véi thudc chong dong kinh. Mot phan tich ngiu
nhién tdng hdp clia cdc thude chong donz kinh cling cho thdy ting nhe nguy cd ¥ nghi va hanh vi tf . CJ ch€ cla cdc
nguy co nay chua rd rang va céc tai liéu 1ién hanh khong thé loai trir li do ting nguy cd nay clia pregabalin.

Vi viy, bénh nhin cin dude gidm sdt cdc d&u hiéu ciia y nghi va hanh vi oy o, va néu cAn thiét cin phai dugc diéu tri.

Suy gidém chitc nang dubng tiéu hoa

Di ¢6 mot s bdo cdo gidm chifc ndng dudng tidu hoa (tdc rudt, ligt rudt, tdo bon) khi dung déng thdi pregabalin Vi
mot s6 thudc c6 khd ning giy tdo bén nhu thuGc gidm dau opioid. Khi dung déng thdi pregabalin va cdc opiod can ¢6
cdc bien phdp lam gidm tdo bon dic biét & phy nif va ngudi gia.

Lam dung thudc
Pi ¢6 bdo cdo lam dung thude & mot O trudng hop. Cin than trong st dung thudc & nhitng bénh nhén ¢6 tién st lam
dung thudc va bénh nhin can duge gidm sdt vé nhitng tri¢u chiing lam dung thudc.

Bénh nao .
Pi ¢6 bdo cdo vé bénh ndo xdy ra, hdu hét & bénh nhan tiém an nguy co bénh ndo.

Khong dung nap lactose
Pregabalin chifa lactose monohydrate. Bénh nhén di truyén hi€m gip khong dung nap galactose, thi€u hut Lapp lactase

hay kém hip thu glucose - galactose khong nén ding pregabalin.

ANH HUGNG TREN KHA NANG LA{ XE VA VAN HANH MAY MOC
Pregabalin ¢6 thé giy chéng mdt, ngd 1v 1ad, mit y thifc hay suy nhugc thin kinh. Cin than trong khi 14i xe va van hanh
mdy méc khi st dung pregabalin.

TUGNG TAC THUOC ) o
Pregablin dugc thai trir chii yéu qua nuoe tidu duéi dang khong ddi va chuyén héa khong dang ké (<2% dang bién doi dugc
tim thy trong nudc tiéu), khong tic ché chuyén hoa thude trén invitro, va khong lién ket protein huy€t tuong, khong giy
tuong tac duge dong hoc.

(5]
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Phin tich nghién ciru dwoc dpng hoc trén in vivo va trén cong dong

Nghién cifu invivo, khdng quan st thdy twong tdc duge dong hoc gilta pregabalin va phenytoin, carbamazepin, acid
valproic, lamotrigin, gabapetin, lorazepam, oxycodone hay ethanol. Phin tich dugc dong hoc trén cong ddng di chi ra
ring thudc téu dudng, 1¢i tidu, insulin, phenobarbital, tigabin va topiramat dnh hudng khong ddng k&€ dén do thanh thdi

clia pregabalin.

Thuéc tranh thai dudng uéng, norethisterone va/hodc ethinyl oestradiol
St dung ddng thdi pregabalin va thudc trdnh thai dudng udng norethisterone va/hodc ethinyl estradiol khong dnh hudng
dén trang thdi dugc dong hoc 6n dinh cla hai dugc chat.

Ethanal, lorazepam, oxycodon

Pregabalin ¢6 thé 1am ting tic dung cla ethanol va lorazepam. Trong cdc nghién ciu 1am sang c6 ki€ém sodt,
pregabalin vdi liéu da liéu ding k&t hgp v6i oxycodon, lorazepam hay ethanol khong gdy ra dnh hudng nghiém trong
trén ho hap. Sau khi luu hanh, da ¢6 bdo cdo suy hd hdp va hon mé § mot s bénh nhan ding k&t hgp pregabalin va céc
thudc chong trim cam tdc dung trén thin kinh trung uong khdc. Pregabalin dudng nhu 1am ting thém sy gidm nhén thic
va chifc ning van dong tdng thé gy ra bdi oxycodon.

Bénh nhén lén tudi

Chua ¢6 nghién citu cy thé twong tdc duge ye hoc trén bénh nhan 16n tudi.

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

Phu nit mang thai

Chua ¢6 dif liu ddy dii vé viéc sit dung pregabalin trén phy nif mang thai.
Ciéc nghién citu trén dong vat cho thi'y ¢6 doc tinh vé sinh sdn. Nguy cd d6i vdi ngudi 1 chua xdc dinh.
Pregabalin khong nén st dung trong sudt qud trinh mang thai trlf khi that cAn thi€t (n€u 1¢i ich ddi véi me 16n hon nguy

¢d trén thai nhi.)

Cho con bi

Chua xdc dinh duge pregabalin c6 dudc bai ti€t ra sifa hay khong, tuy nhién pregabalin dugc bai tiét ra sifa trén cidc
nghién cttu & chudt nhdt. Vi vay, phu nif thdi ki cho con b khong nén khuyén cdo diéu tri bing pregabalin.

Khd ndng sinh sdn

Chuta ¢6 dif liéu 1am sang vé tic dung clia pregabalin trén khd ndng sinh sdn.
Trong mdt nghién ciru 1am sang danh gia tac dung cua pregabalin trén kha nang di’chuyén clia tinh trung, cdc tinh nguyén
khoe manh dugc ding pregabalin voi liéu 600 mg/ngay. Sau 3 thang, két qua cho thay khong c6 su anh hudng dén kha nang

di chuyén cua tinh tring.

TAC DUNG KHONG MONG MUON (ADR)

Chuong trinh nghién ctfu 1am sang pregabalin v6i khodng 8900 bénh nhin diéu tri biing pregabalin, trong d6 ¢6 khodng
trén 5600 bénh nhan dugc ti€n hanh trong nghién ciu ma d6i ¢6 kiém sodt. Cdc tdc dung khong mong mudn phé bién 12
chéng mit va budn ngd. Mife do tic dung phu nhe dén trung binh. Trong nghién cdu ¢6 ki€m sodt, ti 1& phdi ngung st
dung 1a khodng 12% d6i véi bénh nhin dding pregabalin va 5% vdi bénh nhin ding gid dugc. Nguyén nhan ngung st

dung chii y&u 12 do chéng mit va budn ngi.

Tén suit va cdc tic dung khong mong mudn dugc thé hign trong bing (rd't phd bi€n (=1/10), phd bién (=1/100 - <1/10),

it gap (=1/1000 - <1/100), hi€m gip (=1/10000 - <1/1000), ra

vao cdc s0 li¢u hién tai.)

t hi€m gap (<10000), khong bi€t (khong thé ddnh gid dua

Trong diéu tri dau do nguyén nhin thin kinh trung uong do tn thuong tiy song, ti 1& tic dung khong mong muén 1a phd
bi&n dic biét trén hé than kinh trung udng nhu budn ngi.

Phan loai hé co quan

| Téc dung khéng mong muén

Nhi&m khudn

ft gip

I Viém mii hong

RGi loan hé thong mdu va bach huyét

Hi€m gip

| Giam bach ciu

R&i loan hé thong mién dich

Khong biét

I Qué min, phu mach, di dng

R&i loan chuyén héa va dinh dugng

Phd bién

Tiang them dn

it gdp Chin in, ha dudng huy&t
RGi loan tim thin
Phd bién Tam trang phan khich, nham 14n, d& kich dong, gidm ham mudn

tinh duc, mat phuong hudng, ma't ngi.

t gip

Ao gidc, hodng loan, bon chdn, lo Au, trAm cdm, chén ndn, tinh

i/
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khi bt thudng, dién dat tir khé khin, gidc mo bat thudng, ting
ham mudn tinh duc, thd d.

Hi€m gip Khong kiém ché, tim trang ting

Khong biét Hung hing

R6i loan hé than kinh

R4t phd bién Chéng mit, budn ngii

Ph§ bién Mait diéu hoa, run, loan ngdn, suy gidm tri nhd, r6i loan chi y, di
cdm, an than, roi loan cin bing, ngi lim, dau ddu.

It gap Ngi't, ngin ngd, rung gidt cd, trang thdi tim than hi€u dong thdi

qud, roi loan vin dong, chéng mit tr thé, rung giat nhin cau, rdi
loan nhén thic, roi loan ngdn ngit, gidm phdn xa, mat tri nhd, rdt.

Hi€m gip

Giam chifc ning van ddng, r6i loan khitu gidc, ching kho viét.

Khong bi€t

Mit y thifc, gidm tinh than, co giat, khé chiu

R0i loan thi gidc

Phd bién Nhin md, nhin doi

It gap RGi loan hinh dnh, sung mit, khuyét tat thi trudng mdt, gidm thi
lvc, dau mit, mdi mit, khd mit, ting ti€t 1&

Hi€m gip Mat thi gidc ngoai vi, chiing nhin dao dong, hoa mit, ngita mit,

gidn dong t, ldc, gidm do sdng hinh dnh.

Khong biét

Mat thi luc, viém gidc mac

R&i loan mé 10 va thinh gidc

Phé bién

Chéng mit

it gap Tang thinh luc

R6i loan tim mach

it gip Nhip tim nhanh, block nhi tha't do 1

Hi€m giip Nhip nhanh xoang, nhip chim xoang, loan nhip xoang
Khong biét Suy tim sung huyét, QT kéo dai

R6i loan mach

it gap D4, néng birng mit, ting va ha huyét dp

Hi€m gip Lanh ngoai vi

R&i loan ho hap, viing nguc va trung thit

It gap Kh6 thd, kho miii

Hi€m gip Chdy mdu cam, dau thit hong, ho, nget miii, viém mai, ngdy ngﬁ.
Khong biét Phil phdi

R&i loan tiéu hoa

Phd bién Non, kho miéng, tio bén, day hdi

It gap Piy bung, trao ngugc da day-thyc quén, ting tiét nuée bot, gidm

xtc gidc

Hi€m gip

C§ trudng, viém tuy, khé nudt

Khong biét Sung @i, tiéu chdy, budn ndn
Rai loan da va md dudi da

It gip Phat ban, ting ti€t md hoi

Hi€m gip Mé day, md hoi lanh

Khong biét Hoi ching steven-johnson, ngifa

R0i loan mo xuong khdp va md lién két

ft gap

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

Hi€m gip

A a £ 2 .2 o
Tiéu cJ vén, co thdt co of cung, dau cd

R&i loan thin va ti€t niéu

It gap Tiéu khong ki€ém sodt, khé ti€u
Hi€m gip Suy than, gidm niéu
Khong biét Bi tiéu

R3i loan hé thdng sinh sin va tuy&n vii

Phé bi€n

R6i loan chifc ning cudng dudng

it gap Xuit tinh cham, r6i loan chifc ndng tinh duc
Hi€m gip Mait kinh, chdy sita, dau vi, dau bung kinh, ung thu vi
Khong biét s To vii & nam gidi

R&i loan tai chd va todn thin

Phé bién

Déng di _bﬁ't thudng, cim gidc say rugu, mét mdi, phi mach ngoai

{ vi, phit né.

74

TS

A\ S el



It gip Titc nguc, mét moi, khdt nude, dau, cdm gidc bat thudng, én lanh.

Hi€m gip . Phi toin thin, st

Khong biét Phi miit

Diéu tra

Phd bi€n Ting cin

It gap . Creatinin phosphokinase mdu ting, alanin maninotransferase

ting, aspartate aminotransferase tang, giam tiéu cau

Hi€m gip Glucose mdu ting, kali mdu gidm, bach cdu gidm, creatinin mdu
ting, gidm can.

Ngung sif dung sau mot thdi gian ngén hay dai diéu tri biing pregabalin, triéu ching cai nghién da dugc quan st thiy &
mot s6 bénh nhan. Mot s6 phén ng sau da dugc quan st thay: mat ngd, dau ddu, budn non, lo au, tiéu chdy, hdi chitng
ctim, co gidt, cing thing, trdm cdm, dau, ting ti€t md hoi va chéng mit. Bénh nhan cin dugc thong bdo vé cdc phin
ttng nay khi bit diu diéu tri v4i pregabalin.

QUA LIEU VA PIEU TRI
Theo cdc bdo cdo trén thi trudng, hdu hét cdc téc dung khong mong mudn lién quan dén qué lidu bao gdm: budn ngi,
trang thdi nhim lin, kich dong va bdn chdn.

Trong trudng hop qué liéu, cin ¢6 cdc bién phap hd trg va ti€n hanh thim phan mdu néu cin thiét.

TIEU CHUAN CHAT LUQGNG: Nha sdn xuit

24 thang k& tif ngay sdn xua't.

S&'16 san xudt (Batch No.), ngay sin xudt (Mfg), han diing (Exp.): xin xem trén nhan bao bi.

BAO QUAN:

Dudi 30°C, trdnh dnh sdng 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 Pj.

Ngay xem xét lai to huéng dan st dung: 30/10/2014
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