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Tai liéu théng tin thufic cho can bd Y té
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pms-PREGABALIN

(Pregabalin 75mg, 150mg)
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SPK: 75mg: VN-18574-14; 150mg: VN-18573-14
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pms-PREGABALIN

(Pregabalin 75mg, 150mg)

Chi dinh cho trudng hop

Pau than kinh trung vong & ngoai bién d ngudi I6n

B& trg cac con déng kinh 1 phan cé hodc khdng c6 toan thé tha phat d ngudi lon
Réi loan lo du toan thé (GAD) & ngudi Idn

TEN THUOC:
PMS-PREGABALIN 75mg vién nang ciing
PMS-PREGABALIN 150mg vién nang ciing

THANH PHAN DINH TINH VA BINH LUQNG:

Mdi vién nang ciing chifa 75mg, 150mg pregabalm

Ta dudgc: [75mg] Mﬁi vién nang cuhg chira 8.25mg lactose monohydrate,
[150mg] Mai vién nang ciing chifa 16.50mg lactose monohydrate,

DANG TRINH BAY:
Vién nang cifng

THONG TIN LAM SANG:

Chi djnh:

Pau than kinh: PMS-PREGABALIN dugc chi dinh dé diéu tri dau than kinh trung uvdng va ngoai bién & ngudi I6n.

Béng kinh: PMS-PREGABALIN dudc chi dinh diéu trj bé trg cdc con ddng kinh mdt phén c6 hodc khéng co toan thé th( phat & ngudi
16n

R6i loan lo du toan thé: PMS-PREGABALIN dugc chi dinh dé diéu tri réi loan lo du toan thé (GAD) & ngudi I6n.

dung:
q diing tif 150 dén 600 mg mbi | ngay, dugc chia thanh hai hodc ba fan.
than kinh: Pregabalin c6 thé dudc khdi dau vdi lidu 150 mg mdi ngay dugc chia thanh hai hodc ba Ian. Dya trén dap (ing va
kha ning dung nap clia timg bénh nhan, co thé téng liu 1én d&n 300 mg mbi ngay sau 3-7 ngay, va néu can, ting dén liéu tdi da
600 mg médi ngay sau 7 ngay.
Bong kinh: Pregabalin co6 thé du‘qc khdi dau vdi ligu 150 mg m0| ngay chia hai hodc ba [&n. Dya trén dap ('ng va kha néng dung nap
cta tm;g bénh nhén, ligu ding cé thé ting Ién dén 300 mg mdi ngay sau 1 tudn. Liéu t§i da 600 mg mdi ngay cé thé dat dugc sau
mot tudn nira.
Réi loan lo du toan thé: Ligu diing tir 150 dén 600mg mdi ngay dugc chia thanh hai hodc ba [&n. Sy can thiét clia viéc didu tri nén
dudc danh gia lai thuding xuyén.
Pregabalm c6 thé dudc khdi d'éiu vdi liéu 150mg mdi ngay. Dua trén dap (ing va kha ning dung nap clia timng bénh nhan, Iieu dung
co6 thé ting Ién dén 300mg mdi ngay sau 1 tudn. Tuan sau do, co thé ting lidu Ién dén 450 mg mdi ngay. Lidu t3i da 600mg mdi ngay
c6 thé dat dugc sau mot tudn nifa.
Ngung pregabalin: Theo thuc hanh I&m sang hién nay, néu ngung pregabalin, ngudi ta khuyén cdo nén dugc thyc hién dén dan, t6i
thiéu la 1 tudn, khdéng phu thudc vao chi dinh.
D6l tugng dic biét:
: Pregabalin dugc loai bo khdi hé tudin hodn chii yéu do bai tiét qua than & dang khdng ddi. Vi dd thanh loc pregab-
alin ty 1é thudn vdi dé thanh loc creatinin, giam ligu & nhitng bénh nhan cé chifc ndng thdn bi tén hai phai dic thi theo dd thanh loc
creatinin (CLcr), dugc thé hién trong bang 1, xac dinh bing cdch sir dung cdng thirc sau day:

1,23 x [(140 - tudi (ndm)] x cdn ndng (kg)
CLcr (ml/phit) = (x 0.85 d6i vdi phu ni)
Creatinin huyét thanh (micromol/I)

lieu pregabalin hang ngay nén dugc diéu chinh dua trén chirc néng thén. Bén canh liéu hang ngay, mét liéu bd sung nén dugc

iaballn dugc loai bé mit cach hiéu qua tir huyét tuong béng cach loc mdu (50% thudc trong 4 g1d) Pdi vdi cac bénh nhan loc
ung ngay lap tirc mdi 4 gid sau khi loc mau (xem Bang 1).

D6 thanh lgc creatinin Téng liéu ding hing ngay * Lén ding mdi ngay
(CLer) (mL/min)
Liéu khoi dau (mg/ngay) | Liéu t6i da (mg/ngiy)

>=60 150 600 Hai hodc ba lin
>=30 - <60 75 300 Hai hoic ba lin
>=15-<30 25-50 150 Mot hodc hai lin

>15 25 > Mt lin

Liéu ding bé sung sau loc mdu (mg)
| 25 100 | Mot liéu don

* T6ng liéu hang ngay (mg/ngay) nén duqc chia theo chi dinh bdi s6 liéu dung hang ngay mag/ligu
+ Ligu bé sung |a ligu diing thém mét fan
Khong can chinh liéu & bénh nhan suy gan
Bénh nhi: Hiéu lyc va d6 an toan cia PMS-PREGABALIN & tré em dudi 12 tudi va & thanh thiéu nién (12-17 tudi) chua dudc xac lap.
Khéng cé nghién ciru.
Y i o 6i): Bénh nhan I&n tudi cé thé cdn giam liéu pregabalin do chic n&ng than giam (xem bénh nhén

pharma

suy than).
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'pms-PREGABALIN

(Pregabalin 75mg, 150mg)

Chi dinh cho trudong hgp

Pau than kinh trung uong & ngoai bién & ngudi Ién

B0 trg cac con déng kinh 1 phin c6 hodc khéng cé toan thé thi phat d ngudi ldn
Ra&i loan lo au toan thé (GAD) & ngudi Idn

Céach ding:
PMS-PREGABALIN c6 thé dugc ding cling hodc khdng cliing vdi thirc &n.
PMS-PREGABALIN chi dudc sif dung bang duding udng.

Chdng chi dinh:
Man cam vdi hoat chat hodc vdi bt ky thanh phan nao cua thudc.

Canh bao va dé phong déc biét khi sir dung:
Bgnh nhibn dai thdo dudng: Mot s6 bénh nhan dai thdo dudng tdng cdn cdn phai digu chinh cac thudc ha dudng huyét khi diu tri
vdi pregabalin.
Phan ing qua man: Pregabalin nén ngung ngay I3p tic néu xay ra cac triéu chimg phi mach, nhu mit, quanh miéng, hodc sung
dudng hé hép trén.
Chéng mit, budn ngu, mét y thirc, nhdm Ian, va suy giam tinh thin: Pregabalin c6 lién quan dén chéng mét va budn ngu. Ciing
d3 co cac bdo cdo clia mét y thirc, 1G 1&n va suy gidm tinh thin. Do dé, bénh nhan nén than trong cho dén khi ho d& quen thudc vai
nhiing anh hudng tiém &n cla thubc.
Cédc anh hu'dng lién quan dén thj giac: Trong cac thir nghiém dugc kiém sodt, mét ty Ié cao hdn bénh nhén diéu tri vdi pregabalin
dudc bao cdo giam thi gidc so vdi cac bénh nhan dudc diéu tri vdi gid duge, céc triéu chifng nay phan Idn tu khai vdi ligu tiép tuc.
Trong cac nghién cifu Idm sang dudc ti€n hanh thir nghiém nhan khoa, ty 1& giam thi luc va thay ddi thi trudng & cac bénh nhan dudc
digu tri vi pregabalin Ia I6n han so vdi gid dudc, ty 1é thay déi véng mac Ia 16n hon & bénh nhan dugc diéu tri vdi gia dugc.
c phan ('ng bat lgi vé thj gidc cling d3 dudc bdo cdo, bao gdm mat thj gidc, md hodc thay ddi thi luc, da s6 la thoang qua. Ngung
abalin cé thé I1dm hbi phyuc hodc cai thién cdc triéu ching v& thi gidc.
é‘y thi;: Céc trudng hgp suy than da dugc bao cdo va trong mét s6 trudng hgp ngling pregabalin da cho thdy phuc hdi phan ('ng
bét Igi nay.
Cai cdc thuéc chéng déng kinh déng thdi: Khéng dl dif liéu cho thdy viéc cal céc thudc chéng ddng kinh déng thdi, khi kiém sodt
ddng kinh véi pregabalin trong tinh trang b8 sung da dat, dé dat dugc dan tri liéu véi pregabalin.
Triéu chifng cai thuéc: Cac triéu chiing cai thudc sau khi ngirg digu tri ngdn han va dai han vdi pregabalin da dugc ghi nhan trong
mét s6 bénh nhan. Nhifng bién cd sau day da dugc dé cap: MAt ngu, nhirc ddu, budn nén, lo lang, tiéu chay, hdi ching cim, cing
thang, trdam cam, dau, co giat, ting tiét md héi va chdng mit. Bénh nhin nén dugc théng bdo diéu nay khi bdt dau diéu tri.
Co gidt, bao gdm trang thai ddng kinh, déng kinh con Ién, c6 thé xay ra trong qua trinh sf dung pregabalin hodc ngay sau khi ngung
pregabalin.
Lién quan dén ngling didu tri 1du dai cha pregabalin khdng c6 dir liéu vé ty 1& méc va muc do nghiém trong cla triéu ching cai thudc
lién quan dén thdi gian va ligu sir dung cla pregabalin.
Suy tim sung huyét: D3 cd cic bdo cdo cla suy tim sung huyét @ mot s6 bénh nhan diéu tri vdi pregabalin. Nhitng phan (fng nay
chu yéu & bénh nhén Idn tudi cé tdn thudng tim mach trong qua trinh diéu tri pregabalin cho chi dinh dau than kinh. Pregabalin nén
dugc sif dung than trong & nhitng bénh nhan nay. Ngung pregabalin cé thé gidi quyét phan Ung.
Diéu trj dau than kinh trung u'dng do tén thudng tuy séng: Trong didu tri dau than kinh trung udng do tén thuong tiy sdng, ty
Ié phan (tng bat Igi n6i chung, cadc phan (ng bat Igi trén hé than kinh trung udng va ddc biét Ia budn ngl da téng Ién. Piéu nay co
thé 1a do mét hiéu ¢’ng phu do ding ddng théi cac thudc (vi du nhu thudc chdng co that) cén thiét cho tinh trang nay. Nén can nhac
khi chi dinh pregabalin trong tinh trang nay
Y nghi va hanh vi ty sat: Y nghi va hanh vi ty sat d3 dudc bao cao d nhitng bénh nhan dudc digu tri vdi cac thudc chéng ddéng kinh
trong nhiéu chi dinh. Mét phén tich meta ciia cac nghién cifu nglu nhién c6 déi chifg véi gia dugc cla cac thudc chéng déng kinh
ciing cho thdy co sy mét nguy cd gia tdng nhe nguy cd cla y nghi va hanh vi ty sat. Co ché cla nguy cd nay khdng dugc biét va cac
dir liéu hién c6 khdng loai trir kha ndng gia tdng nguy co do pregabalin.
Vi vAy bénh nhan nén dugc theo ddi cdc ddu hiéu cla y nghi va hanh vi ty sdt va nén can nhac diéu tri thich hgp. Bénh nhan (va
{ing ngudi chdm soc bénh nhan) nén dugc tu van vé cac ddu hiéu cé y dinh hodc hanh vi ty sét.
m chic ndng dudng tiéu héa duédi: Co cac bdo cdo vé cac bién cb lién quan dén gidm chic ndng dudng tiéu hoéa dudi (vi dy,
tac rudt, liét rudt, tdo bon) khi diéu tri phdi hgp pregabalin vdi cac thudc cd kha ndng gay tdo bén, nhu thudc giam dau opioid. Khi

sif dung két hgp pregabalin va opioid nén xem xét cac cdc bién phap phong ngira tdo bén (ddc biét la & bénh nhan ni¥ va ngudi gia).

Kha nang lam dung: Céc trudng hop lam dung da dudc bao cdo. Can than trong & nhifng bénh nhan cé tién sir lam dung thubc va
bénh nhan nén dudc theo dbi cac triéu chifng cia lam dung pregabalin.

Bénh ndo: Céc truding hdp bénh ndo da dugc bdo cdo, chi yéu 1a & nhitng bénh nhén vdi diéu kién cd ban ma c6 thé thic diy bénh
ly ndo.

Khéng dung nap Lactose: PMS-PREGABALIN chifa lactose monohydrat. Bénh nhan c6 van dé vé di truyén hiém khéng dung nap
galactose, khiém khuyét lactase Lapp hodc kém hdp thu glucose-galactose khéng nén dung thudc nay.

Tudng tac vdi cac thudc khac va cac dang tuong tac:

Do pregabalin ch(i yéu dugc bai tiét trong nudc ti€u & dang khéng d8i, qua qua trinh chuyén héa khéng dang ké & ngudi (<2% ligu
thu hdi trong nudc tiéu I3 chat chuyén héa), khéng (fc ché chuyén héa thudc trong éng nghiém, va khéng gdn két vdi protein huyét
tudng, nén nd it cé kha ndng gdy ra, hodc la muc tiéu cla cac tudng tac dugc dong hoc.

Trong cdc nghién ciiu in vivo va déi tugng phén tich dugc dong hec: Theo db, trong nghién cdu in vivo khéng co tudng téc
dugc déng hoc lién quan vé 1dm sang dugc ghi nhan gilta pregabalin va phenytoin, carbamazepin, valproic acid, lamotrigine,
gabapentin, lorazepam, oxycodone hay ethanol. B&i tugng phan tich dugc déng hoc cho thdy thudc diéu tri dai thdo dudng dudng
udng, thudc Igi tidu, insulin, phenobarbital, tiagabine va topiramate khéng co anh hudng déng ké vé mit Iam sang trén dd thanh loc
pregabalin.

Thuéc trénh thai uéng, norethisterone va/hodc ethinyl estradiol: Ding ddng thdi pregabalin vdi cac thudc tranh thai udng
norethlsterone va/hodc ethinyl estradiol khéng anh hudng dén dugc ddng hoc & trang théi 6n dinh

clia moi thudc nay.

Ethanol, lorazepam, oxycodone: Pregabalin c6 thé Idm ting tdc dung cla ethanol va ’ &= phar ma
lorazepam. Trong cac thir nghiém |&m sang cé ddi chiing, liéu udng nhiéu lan pregabalin déng ' science
thdi vdi oxycodone, lorazepam, hodc ethanol khéng ddn dén nhitng anh hudng quan trong vé .

Idm sang trén hé hap.
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pms-PREGABALIN

(Pregabalin 75mg, 150mg)

Chi dinh cho trudng hop

Pau than kinh trung vdng & ngoai bién d ngugi Ign

B trg cac con dong kinh 1 phén cé hoac khéng c6 toan thé thir phat ¢ ngudi I6n
Rdi loan lo du toan thé (GAD) & ngudi I6n

Trong trai nghiém post-marketing, cé cac bdo cdo vé suy hd hdp va hén mé & bénh nhan ding pregabalin va cac thudc Uc ché hé
th@n kinh trung udng khac. Pregabalin duéng nhu lam ting sy gidm nhén thic va chiic ndng van déng néi chung gay ra bdi oxyco-
done.

Tuong téc va ngudi Ién tudi: Khéng cé cic nghién cltu tuong téc duge déng hoc chuyén biét dugc thuc hién & nhitng ngudi tinh
nguyén 18n tudi.

Co thai va cho con bi:

Phu nif cé kha ndng sinh con/ngira thai & nam va nif: Do khdng rd nguy cd tiém an & ngudi, phai si¥ dung bién phap trénh thai
hiéu qua & phu nir cd kha nédng sinh con.

Mang thai: Khéng cé da dir liéu vé viéc sif dyung pregabalin & phy nif mang thai.

Cdc nghién cifu trén déng vat da cho thdy ddc tinh sinh san. Nguy cd tiém an & ngudi 1a khéng ro.

PMS-PREGABALIN khéng nén sir dung trong qua trinh mang thai, trir khi thyuc sy cdn thiét (néu Igi ich cho ngudi me nhigu han so vdi
cdc nguy cd tim &n cho thai nhi),

Cho con bu: Khong biét pregabalin c¢é dugc bai tiét trong sira me hay khéng, tuy nhién, né hién dién trong sifa clia chuét. Do dg,
cho con bu khéng dugc khuyén cdo trong khi diéu tri véi pregabalin.

Kha ndng sinh san: Khdng cd dif liéu I13m sang vé anh hudng cla pregabalin trén kha ning sinh san ni.

Anh hudng trén kha niing diéu khién tau xe va van hanh may méc:
PMS-PREGABALIN c6 thé c6 &nh hudng nho hodc trung binh trén kha ndng digu khién tau xe va vén hanh mdy moc.
S-PREGABALIN cé thé gdy chéng mat va budn ngu va do dé cd thé anh hudng dén kha néng diéu khién tau xe va van hanh may
. Bénh nhan dugc khuyén khéng nén lai xe, vdn hanh mdy méc phifc tap hodc tham gia cédc hoat ddng nguy hiém khéc cho dén
i biét dudc thudc nay cé anh hudng dén kha ndng thic hién cic hoat ddng nay cia ho hay khdng.

Tac dyng khéng mong muédn:

Cac phan (rng bat Igi nghiém trong dugc bdo cdo hdu hét I3 chong mét va budn ngu, thudng & mirc do nhe va trung binh.

Céac phan (fing bat Igi dugc liét ké cling ¢ thé do cdc bénh cd ban va/hodc cic thudc dugc dung déng thdi

Trong diéu tri dau than kinh trung uong do tén thuong tiy sdng ty 1é phan (ng bat Igi néi chung, phan (fng bat Igi & hé than kinh

trung udng va ddc biét 13 budn ngl da tang 1én.

Ré&t phé bién: Chéng mit, budn ngu

Phé bién: Téng su thém &n, tdm trang phan khich, nham Ian, kich thich, giam ham muén tinh duc, mat phudng hudng, mat ngu,

mat diéu hoa, phdi hgp bat thudng, run, chifng loan ngén, giam tri nhd, mét tép trung, di cam, an thén, rdi loan cAn bing, hén mé,

dau dau, giam thi luc, nhin d6i, nén, khé miéng, tao bon, day hai, rdi loan cuodng dudng, ddng di bat thudng, cam gidc say rugu, mét

méi, phl né, phl ngoai vi, tAng can.

Khéng phé bién: Viém miii hong, biéng &n, ha dudng huyét, do gidc, hoang sd tin cdng, bdn chdn, lo 4u, trAm cam, tAm trang chan

nan, thay déi tdm trang, mat nhan cach, gidc md bat thudng, ting ham mudn tinh duc, thd d, ngét, siing s8, co giat, tAm than hiu

ddng thai qud, rdi loan vén ddng, chéng mat tu thé, rung ddng, rung gidt nhan ciu, réi loan nhan thic, gidm phan xa, gidm cam giac,

mat tri nhd, tang cam gidc, cam gidc néng rat, rdi loan thi gidc, sung mat, khuyét thj trudng, gidm thi lyc, dau mat, khé mét, ting

chay nudc mat, nhip tim nhanh, block nhi tht dé 1, néng birng mét, ha huyét dp, ting huyét ap, khé thd, khd miii, chudng bung,

bénh trao ngudc da day thuc quan, ting tiét nudc bot, giam cam gidc miéng, ting tiét md hoi, co gidt cd, sung khdp, chudt rut, dau

cd, dau khdp, dau lung, dau chi, tiéu khéng ki€ém sodt, khé ti€u, chdm xuét tinh, réi loan chirc ndng tinh duc, suy nhudc, khat nudc,

cam giac bat thuting, dn lanh, téng creatine phosphokinase mau, ting alanine aminotransferase, ting aspartate aminotransferase,

giam s6 ludng tiéu cau.

Hiém: Giam bach cu trung tinh, mét thj trudng ngoai vi, kich (g mét, gidn dong ti, lc, nhip xoang nhanh, nhip xoang cham, loan

nhip xoang, lanh ngoai vi, chay médu cam, ho, nghet mii, viém mi, ngdy, cé truéng, viém tuy, khé nudt, mé day, d6 md hdi lanh,
cd vén, co that cd tif cung, suy than, thi€u niéu, vé kinh, dau ngyc, dau bung kinh, phi dai vii, phil, sét, ting duding huyét, giam

i mdu, giam s6 ludng bach cdu, tdng creatinine mau, giam cén.

Khéng ré: Qua man cam, phi mach, phan (ng di fng, hung héng, mat y thirc, suy gidm tinh thdn, co giat, mét thj luc, viém giac

mac, suy tim xung huyét, QT kéo dai, phi phdi, sung Iudi, tiéu chady, budn nén, hdi chifng Stevens-Johnson, ngia, f nudc tiéu, phi

mat. Sau khi ngifng diéu tri ngdn han va dai han vdi pregabalin cac triéu chifng cai thubc d3 dudc ghi nhan @ mét s bénh nhan. Cac

phan ('ng sau ddy da dugc dé cdp: M3t ngul, nhifc ddu, budn nén, lo I3ng, tiéu chay, hoi chimg cim, co giét, cing thing, trim cam,

dau, tang ti€t md hdi va chéng mat. Bé&nh nhén nén dugdc théng bdo vé didu nay khi bit ddu didu tri.

Lién quan dén viéc ngig diéu tri ldu dai cla pregabalin, khéng cé dif liéu vé ty 1é mic va mic dé nghiém trong cla triéu chiing cai

thuéc lién quan dén thdi gian sir dung va liéu lugng clia pregabalin.

Qua liéu:

Trong qua liéu Ién dén 15 g, khéng cb phan (tng khéng mong mudn dugc bao cdo.
Trong cac trai nghiém post-marketing, cdc phan ing phy thudng gdp nhat dugc ghi nhén khi sif dung qué lidu pregabalin bag gdm
budn ngu, trang thai i 13n, kich dong, va bbn chdn.

Diéu tri qua liéu pregabalin bao gdm céc bién phap hd trg va co thé chay than nhan tao néu can.

PAC TINH DUQC LY:

Céac déc tinh dugc lyc hoc:
Cd ché tdc dpng: Pregabalin lién két v4i mét tiu don vi phy (a2-3 protein) cla cac cdng dién cuc kénh canxi tréng hé than kinh
trung uong, c6 thé thay [3H]-gabapentin.

Cac déc tinh dugc dong hoc:

Dudc déng hoc clia Pregabalin & trang thai 6n dinh la nhu nhau & ngudi tinh nguyén khée manh,

bénh nhén dugc diéu tri véi thudc chdng dong kinh va bénh nhan bi dau man tinh. ( i phar ma
Hép thu: Pregabalin dugc hdp thu nhanh chéng khi dugc st dung trong tinh trang nhin déi, vdi ’

ndng dd dinh trong huyét tuong dat .
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I pms-PREGABALIN

(Pregabalin 75mg, 150mg)

Chi dinh cho trudng hap

Pau than kinh trung vdng & ngoai bién & ngudi I6n

B4 trg cac con dong kinh 1 phan c6 hodc khéng cé toan thé thi phat & ngudi lon
R&i loan lo 3u toan thé (GAD) d ngudi Idn

dugc trong vang 1 gid sau khi s dung ca liéu dan va nhiéu lidu. Sinh kha dung dudng udng clia Pregabalin dudc wéc tinh 13 90% va
khong phu thudc vao liéu diing. Sau khi ding liéu 13p lai, trang thai &n dinh dat dudc trong vong 24 dén 48 gid. Ty |& hap thu pregaba-
lin giam khi dugc ding véi thirc n dan dén gidm Cmax khoang 25-30% va lam chdm Tmax khoang 2,5 gid. Tuy nhién, viéc diing
pregabalin vdi thifc &n khéng cé anh hudng I1&m sang ddng ké trén mdc d6 h&p thu pregabalin.

Phan bé: Trong cac nghién clu tién 1dm sang, pregabalin d& dugc chirng minh qua hang rae méu ndo & chudt nhdc, chudt va khi.
Pregabalin da dugc chirg minh qua nhau thai & chudt va hién dién trong sifa & nhitng con chuét cho con bd. O ngudi, thé tich phan
bd cla pregabalin sau khi udng la khodng 0.56 I/kg. Pregabalin khéng gan két véi protein huyét tuong.

Chuyén héa: Pregabalin trai qua qua trinh chuyén hda khong ddng ké & ngudi. Sau mdt lidu pregabalin danh ddu phéng xa, khoang
98% chat phong xa thu hdi trong nudc tiéu Ia pregabalin dang khéng ddi. Cac din xudt N-methyl clia pregabalin, cac chat chuyén
hoa chinh clia pregabalin da tim thay trong nuéc ti€u, chi€ém 0.9% ligu ding. Trong céc nghién cifu tién 1am sang, khéng cé du hiéu
racemic cla pregabalin S-enantiomer thanh R-enantiomer.

Thai trir: Pregabalin dugc thai trir khéi hé tudn hoan chi yéu do bai tiét qua thdn & dang khéng dai.

Pregabalin c6 thdi gian bén thai trung binh 1a 6.3 gid. B thanh lgc Pregabalin huyét tudng va do thanh loc than 13 ty 1é thudn vdi dé
thanh loc creatinin.

Can chinh liéu & bénh nhan giam chifc ndng than ho3c chay than nhan tao.

Dugc dng hoc d cic déi tugng dic biét:

Gjﬁ]_ﬂttinb;céc thir nghiém Idm sang cho thdy gidi tinh khdng anh huéng déng ké vé mit Idm sang trén nong d¢ cla pregabalin trong
huyét tudng.

Suy thdn: § thanh loc clia Pregabalin ty 1€ thuén véi d§ thanh loc creatinin. Ngoai ra, pregabalin dudc thai trir mét cach hiéu qua tir
.Eét tuang béng cach loc méu (sau 4 gi& loc mau, ndng dé pregabalin huyét tudng gidm khoang 50%). Bdi than Ia duding thai trir

h, ¢an giam ligu & bénh nhén suy thdn va ding liéu liéu b sung sau loc mau.

: Khén‘g c6 nghién clfu dugc déng hoc chuyén biét duge thyc hién trén nhimng bénh nhdn suy chifc ndng gan. Do pregabalin
khdng bi chuyén héa dang ké va dugc bai tiét chli yéu trong nudc tiéu & dang khéng dai, suy chifc ndng gan du kién s& khéng thay
ddi dang ké néng dd pregabalin trong huyét tudng.

ai Gi (tré 6i): D& thanh loc Pregabalin c6 xu hudng giam & bénh nhan 18n tudi. Viéc giam nay 13 phl hop véi giam dd
thanh loc creatinin & bénh nhén Ién tudi. Nén gidam liéu pregabalin & bénh nhén Ién tudi bi tén thuong chifc ndng théan.

THONG TIN THUGC:
Ta dugc:
- Pregelatinized Starch, Talc

Tuadng ky:
- Khéng ghi nhan

Han diang:
- 3 ndm ké tir ngay san xuét

Bao quan:

- Bao quan ndi khé rdo & nhiét do khéng qua 30°C.
- Dé xa tim tay tré em

- Boc ki hudng dan sir dung trudc khi ding

Pong goi:
- Chai 100 vién nang ciing

a san xuét:
HARMASCIENCE INC.

-

6111 Avenue Royalmount., SuitE 100, Montreal (Quebec), H4P 2T4, Canada
Tel: +514 340 9800 Fax: +514 340 9920

Ti€ép thj va phan phdi:

TADA PHARMA

44a Pinh Céng Trang, Quén 1, Tp.HCM

Tel: 08. 6264 2241 Fax: 08. 6264 2235

Email: info@tadapharma.vn
www.tadapharma.vn

Moi chi tiét xin vui Iong lién hé:

VPBD Pharmascience Inc.,

Ldu 17, Toa nha Nam A, 201-203 Cach Mang Thang Tam, phuding 4, quan 3, Tp.HCM, Viét Nam
Tel: 08.3832 9847/ 08.3832 9848 Fax: 08.3832 9849

www.pharmascience.com
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