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THANH PHAN
M&i vién nang cimg chira: Pregabalin S0mg,
Té duwgre: Lactose khan, Tinh bjt tién gelatin hoa, Tale.

DUQCLICHQC
Nhdm tri ligu: nhém dgng kinh
Hoat chit chinh, pregabalin, gamma-aminobutyric acid analogue ((S)-3-(aminomethyl)-5-

methylhexanoic acid). ¥

Cor ché tic dung: Pregabalin gén voi subunit «.-5 protein ciia dong Calei mang dién thé trong hé thing
théin kinh trung wong, thay [i gabapentin.

DUQC DONG HOC

Duge djng hoc I‘:‘Inﬂ}l'lh cua Pregabalinla giéng nhau trén nhimg ngudi tinh nguyén khoe manh, cdc bénh
nhén dang ding thuoc chong ddng kinh va cic bgnh nhén dau min tinh.

Hap thu:

Pregabalin dugc héip thu nhanh khi uéng lic d6i, ndng d dinh trong huyét twong dat duge sau 1 gid trong
cd dimg liéu don va liéu da. Kha dung sinh hoe ding duong uéng cia Pregabalin khoang 90% va phy
thugc vao liéu ding. Khi ding nhéc lai, tinh trang én dinh dat duoc trong 24 - 48 gio. Ti I¢ hiip thu cia
Pregabalin giam khi diing ciing thitc in dfin dén C,,., giam khoang 25-30% va kéo ddi t,,, sau khoang 2,5
gidr. Tuy nhién, dimg Pregabalin cting thire &n khing c6 dnh hudng 1dm sing ddng ké ndo dén mire 46 hap
thu Pregabalin.

Phdn phoi: : : )
Trong nghién ciru tién lim sang, Pregabalin d& dang qua hing rido miu nfo & chudt nhit, chudt cong va
khi. Pregabalin qua dugc nhau thai & chugt cong va xuéit hién trong sita chudt. O ngudi, thé tich phan
phéi ctia Pregabalin sau khi diing duémg ubng khodng 0,56L/kg. Pregabalin khong gin két véi protein
huyét tuong,

Chuyén héa; L :

Pregabalin dugc chuyén hoa khong ding ké trong co thé ngudi. Sau khi diing Pregabalin phong xa dénh
déi, khoang 98% tim thy trong nude tiéu & dang Pregabalin chua chuyén hoa. [?E.n xuiit N-methylated
clia balin, chit chuyén hoa chinh cua Pregabalin dugc tim thiy trong nudc tiéu, chiém khodng
0,9% liéu ding. Trong nghién ctru tién lim sing, khong cé ddu hidu ndo vé sir bién dbi pregabalin ddng
phiin ta tuyén thanh dong phan hitu tuyén.

Thi trie: ;

Pregabalin dugc thai trir khoi hé tun hoan chi yéu do béi tiét qua thiin & dang khong doi. Thi gian bén
théi trung binh cita Pregabalin khodng 6,3 gidr. Thanh thai Pregabalin huyét tvong va thanh thai thin ti 18
thufin v&i thanh thai creatinine. ;

Diéuchinh liéu trén bénh nhan suy chire ning thin hojc thim tich méiu licin thiét,

Tuyén tinh/ khong tuyén tinh;

Duge dgng hoc cua Pregabalin 13 tuyén tinh trong khoang lidu don hiing ngiy. Khodng bién thién ctia
duge dong hoe cia Pregabalin thip (<20%). Céc dfc tinh dirge dong hoc ca liéu da c6 the dy dodn tir cdc

dir li¢u cta liu don.

CHIDINH

Bau rﬁfi{: kinh: Pregabalin duge chi dinh trong diéu tri dau thén kinh cho ngudi lim.

Ding kinh: Pregabalin duge chi djnh nhur 14 liéu phap b6 trg & ngudi 16m trong ddng kinh cuc b, ¢6 hodc
khéng kém theo dgng kinh toan b thir phat. .

Réilogn lo du tong quéi: Pregabalin dugc chi dinh digu tr r6i logn lo 4u tng quét o nguwéi 1on.

CACHDUNG VA LIEU DUNG ;

Khodng liéu ding tir 1 50 mg- 600m mbi ngay duge chialim 2 -3 lin

Pregabalin duge ding bang dudmg uong, o6 the dung cling vii thire &n hodic khong.

Day than kinh: I, o ; |

Diéu trj voi Pregabalin c6 thé bt diu véi ligu 150 mg mi ngay. Tiy theo ddp img cia timg ¢ thé va sy
dung nap, liéu ditng c6 thé ting 1én 300 mg/ngay sau khoang théi gian 3-7 ngdy, vi néu cln cé thé ting
liéu 161 da 600 mg/ngay sau khoang 7 ngdy diéu trj thém. Tuy nhién, liéu 600mg khéng ting hiéu qua diéu
trj rd rét vil ting the dung phy.

BDong kinh: I

Diéu tri v6i Pregabalin ¢6 thé bit diu v6i lidu 150mg mdi ngiy. Ty theo dép tmg ciia timg cé thé va sy
dung nap, liéu diing ¢6 thé ting 1én 300mg/ngay sau khoang thoi gian 1 tuin, va néu cén c6 thé ting liéu
161 da 600mg/ngdy sau 1 tuin diéu trj thém.

Réi foan lo dn tong qudt:

Khodng 150-600 mg mi ngay dirge chia 1am 2 hodic 3 lin. Liéu diing ciin cho trj liéu cin dugc dénh gid
Igi déu déin. Diéu tri vii Pregabalin c6 thé bt déu vai liéu 150 mg mgi ngay. Tity theo dép img ciia timg
cfi the va sy dung nap, licu ding 6 thé ting 1én 300 mg/ngiy sau khoang thoi gian 1 tuan dicu trj. Sau ki
diéutri thém | fuan liéu ding co thé tang 161 450 memgay. Lidu dong 161 da 600 mg/ngay cothé datduge
sau | tun didu trj thém. !

Nging st dung Pregabalin:

Néu phai ngumg dimng Pregabalin cin gidm diin trong thori gian téi thiéu | tudn,

Bénhnhdn suy than: £

Giam liéu trén cdc bénh nhan tén throng chire nang thin phii tity theo timg cé nhin va theo hé s6 thanh
thai creatinin (Cler). ]

Vi cde bénh nhin dang lam tham tach méu, ligu hing ngay ciia Pregabalin cin duge didu chinh tiy theo
chirc ning thn. Bén canh lidu ding hing ngay, liéu ding bd trg nén duge diing ngay sau mdi 4 gid thim
tach mau (xem bang 1).

Bang 1: Diéu chinhliéu Pregabalin theo chire ndng thén:

| %‘fﬁ;ﬁt"ﬂm Téng lidu Pregabalin hing ngdy* Ché do tri liu
Liéu khéi déu Liéu toi da
(mg/ngiy) (mg/ngy)

=60 150 600 BID hofic TID

=30 - <60 75 300 BID hodic TID

=15-<30 25-50 150 QD hogc BID

<15 25 75 QD
Liéu bo trg sau thim tich méu (mg)
[ 25 ] 100 [ Lidudon+

BID=chia2 lin/ngéy

QD=liéu don/ngay ]

*Téng liéu hang ngty (mg/ngiy) cin chia nhu dirge chi dinh bai ché 46 lidu dé cung cipmg/lidn,
+Liéu bé trg 1a liéudon bé sung.

Ding thudc trén bénh nhén suy gan:

Khéng ciin diéu chinh liéu trén cac bénh nhén suy gan.

Diing thude cho tré em vé thiéu nién (12-17 tudi):

Sy an toan v higu qua ciia Pregabalin trén tré em durdi 12 tudi v thiéu nién chua dugc thiét 1p.

Dimg thudc cho ngwoi cao tuoi (trén 63 1idi):

Ngudri cao tubi co the can gidm liéu Pregabalin do giam chire néng thin.

CHONG CHI PNH : :
Min cam véi bt ky thanh phén ndo cia thude,
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E'luét‘sé bénh nhén tiéu dudmg ting cén khi dang Pregabalin cin diéu chinh viée ding céc thube ha diromg
t.

Dicu tri bing Pregabalin thudmg xédy ra chéng mat va budn ngi, c6 thé ting nguy co xdy ra cdc tai nan chin

thuong & ngudi cao tudi.

Chua ¢6 cdc dit ligu diy du vé viée ngumg két hop véi cde thube chéng dong kinh khac, ngay khi dat duge

kiém sodt con dong kinh véi Pregabalin trong diéu tri két hop, cdn xem xét dé dat t6i don trj lidu véi

Pregabalin.

Sau khi ngung thude trong diéu trj ngén han va dai han véi Pregabalin, céc dfiu higu sau khi rit thude durge

quan sit trén 1 56 bénh nhan, Céc téc dung duge nhic dén gdm: mét ngi, dau diu, budn nén v tiéu chay.

Miic dit dnh hudng ciia viée ding thude trén suy thin tii phuc hdi chua dwoe nghién ciru mét cich c6 hé

thong, chirc ning thin cdi thign sau khi ngl?m%hoac giam liéu Pregabalin da duge béo céo.

€6 m{t s6 bio cdo sau khi lru hanh thude vé suy tim sung huyét trén mot s6 bénh nhén diing Pregabalin.

Trong m§t s6 thir nghiém ngﬂn han trén céc bénh nhiin khong c6 diu hiéu 1im sing cda cc bénh vé tim hodic

mach ngoai vi, khong ¢ mdi lién hé rd ring gitta phit ngoai vi va céc bién chimg tim mach nhur cao huyét 4p

hodc suy tim sung huyét. Do dir liu trén cdc bénh nhin suy tim sung huyét ning con han ché cin ding

Pregabalin thiin trong trén cdc bénh nhin nay.

ANH HUONG CUATHUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thube c6 thé khién cho bénh nhén chéng mit, budn ngt va gidm tdp trung. Do d6 bénh nhin khong nén 14i
xe, vén hinh méy mée, hay tham gia vio bét ki hoat déng nio c6 thé giy nguy hai cho ban thin cho dén khi
hié‘lduq’c thude ¢6 anh hirdmg dén nhimg hoat dong niy hay khéng

PHY NI COTHAIVA CHO CONBU

B el R
Chua cé cdc dit ligu diy du vé diing Pregabalin trén phy nir ¢6 thai,
Céc nghién ciru trén ding vit di cho lhiy tic dung giy ddc trén kha niing sinh san. Nguy co vé nii ro trén
nguin chua duge biét. Do vy, khéng ding Pregabalin khi dang mang thai trir khi lgi ich mang lai cho nguéi
meg rd rang quan trong hon nhimg khd ning rii ro cé thé xdy ra cho thai nhi. Céic bién phap tranh thai hiu qué
phai durge sir dung cho phy nit dang trong d6 tudi sinh dé.
Phy nit cho con bii 5
Chura biét duge Pregabalin c6 bai tiét qua sira ngudi hay khong; tuy nhién, thube ¢6 xudt hién trong sira
chuft. Do viiy, khong duge nudi con biing sira me khi dang ding trj ligu vii Pregabalin.

TUONG TACTHUOC y

Do Pregabalin duge thii trir chinh qua nwde ticu ¢ dang chua chuyén héa, mdt legng khong ddng ké &
chuyén héa (<2% cua liéu ding dugc tim thiy trong nudc tiéu & dang chuyén héa), khong kim him ch

héa thubc trong dng nghiém (in vitro), v khéng gin véi protein huyét irong, Pregabalin khong tao ra tirong
téc, hodic bj tuomg tée duge djng hoc.

Trong cdc nghién clru in vive, khing quan sat thiy twong tie duge dong hoc lim sing giiva Pregabalin vdi
Phenytoin, Carbamazepine, Acid valproic, Lamotrigine, Gal:n&emjn, Lorazepam, Oxycodone hofic
Ethanol. Bénh gid duge dong hoe déi tuong da chi ra ring céc thube diéu trj tiéu dudmg diing duwdng uéng
céic thude lgi tiéu, insulin, Phernobarbital, Tiagabine va Topi khidng c6 fnh huwdmg | sing Qing ke
nio dén thanh thai Pregabalin.

Dung chung Pregabalin voi cic thube trinh thai duimg ubng Norethisterone vi/hodie Ethinyl oestradiol
khéng anh hudmg dén sy én dinh vé duge dong hoc cliaca 2 logai thudic.

Pregabalin cé thé anh hudmg t6i tic dyng cia Ethanol vd Lorazepam. Trong céc thir nghi¢m ldm sing c6
kiém sodt, diing lidu da dwéng udng Pregabalin két hop véi Oxycodone, Lorazepam, hoge Ethanol khéng c6
tdc dong lim sang quan trong ndo dén sy ho hép. Trong cic bao cdo sau luu hanh thude, cd céc bio cio vé
suy hd hﬁ,p véi hiin mé & bénh nhin dang diing Pregabalin vi cic thube ire ché thin kinh trung wong khic. Sy
6 mit ciia Pregabalin ting thém rbi loan nhan thire va chite niing vin dong gy raboi Oxycodone.
Khéng c6 cic nghién ciru vé tuong tac duge lye hoe dic higu dge tién hanh trén bénh nhin cao tudi tinh
nguyén.

TAC DUNG KHONG MONG MUON /
Churong trinh dwge thir nghiém lam sang voi Pregabalin duge tién hanh trén hon 8900 bénh nhén ding
Pregabalin, cua trén 5600 thir nghi¢m mi d6i gid dwge c6 kiem sodt. Céc tac dung khong mong muon
thutmg gip duge bio cho gdm: chong mit vi budn ngit. Céc téc dyng khéng mong muon thuémg nhe va vira,
Trong licé cée nghién ciru c6 kiém sodt, ty 18 ngumg diing thude do céc tdc dyng khéng mong muon la 12%
véi cac bénh nhan ding Pregabalin va 5% véi cic bénh nhén ding gid dwge. Céc tic dung khéng mong
mubn chit yéu dua dén ngung ding nhém Pregabalin i chong miit va buon ng,

Rdt hay gdp (> 1/10): Chéng mét, bubn ngi

Hay gdp (=1/100, <I/10); Tang cdm gidc ngon mi¢ng, tm trang sang khodi, cau kinh, giam ham mudn
tinh duc, mét phiromg huéng, mt nga, mat diéu hoa, diéu phdi bat thuémg, run, thé trang kém, suy gidm tri
nhé, mit tap trung, dj cam, mét thang béng, ngu lim, nhin bj md, song thi, chéng mit, ndn, kho miéng, tio
Dbén, ddy hoi, réi logn cirong cimg, déng di bit thuémg, cAm gic say rugu, mét méi, phit ngogi vi, phil né,
ting cén.

lrgap (= 1/1000, < 1/100): -

Viém mili hong, chén in, ha dudmg huyét, do gidc, lo sg bj thn cang, thr o, lo du, trim cim, bon chén, dao
ding vé tinh khi, cam gidc mét nhin cach, khé dién dat, mong mj, ting ham mubn tinh dye, 1anh cam, ngdt,
ngo ngén, gidt rung co, ting hoat déng tim thén viin dong, mat vi gidc, ri loan vin déng, chong mit tr thé,
run, rung gidit nhin cdu, R6i logn nhan thirc, rbi loan & noi, gidm phén xa, gidm xic gidc, mat tri nhd, cam
giac rat bong, Réi loan thi lre, sumg mét, gidm thm nhin, giam 43 siic khi nhin, dau mit, méi mat, kho mat,
chay nuéc mit, ting thinh lye, Nhip tim nhanh, block tim nhi tht 46 1, moc nbt skn 4o, ra md héi, kh tha,
khé miii, co co, sung céc khap, chudt rat, dau co, dau khép, dau hung, dau chi, cimg co, khéng kiém sodt
duge dwdmg niéu, bi tiéu, chim phéng tinh, réi loan tinh dyc, ngd, khat, tire ngyre, Suy nhuge, khat nuée, én
lanh, ting enzym Alanin aminotransferase, ting enzym creatin phosphokinase trong méu, ting enzym
Aspatat aminotransferase, giam sé lugng tiéu ciu.

Hiémgap (>1/10,00010 <1/1,000):

Giam bach ciu hat trung tinh, mét phén xa c6 diéu kién, tim trang hiin hoan, giam vin déng co, logn ki
gide, chimg kho viét, mit anh viing ngogi bién, nhin chip chim, thay d6i cam nhin vé d¢ sau cia dnh, hoa
miit, kich (mg miit, giin ddng tir, lic mat, anh nhin bj sing, do bimg, bbc d, ha huyét ap, tang huyé( ip,
trudmg byng, trio ngugc da day thire quan, ting tiét nwée bot, mét vi gide, nhip tim xoang nhanh, loan nhip
xoang, nhip tim xoang chiim, chay mau cam, tic ngh&n hong, ho, ngat mili, chay méu cam, viém mii, ngdy,
viém tuy, khé nudt, ndi mé day, ra mé hoi lanh, suy thin, thiéu niéu, mét kinh, chay sira, dau vii, dau bung
kinh, phi dai tuyén vis, tang glucose huyét, giam kali huyét, giam s6 dém té bao bach cAu, ting creatinin
huyét, tang cin, phi todn thin, s6t.

Théng béo cho bdc stnhitng tic dung khing mong mudn gip phai khi sir dung thubc.

QUALIEU - )

Trong tnrémg hgp qua lidu dén 15 g, khéng ¢6 tic dyung khdng mong mudn nao dwge béo cdo. .
Trong efic bdo cdo sau khi luu hinh thube, cée tic dung phy phé bién nhét dwge bio céo khi diing qué liéu
Pregabalin bao gbm: rdi loan cam xiic, ngil ga, tinh trang 16 ln, tréim cém, lo u, bén chén.

Diéu tri qué lidu Pregabalin cin tién hinh cdc bién phap bé trgcd thé gom ca thim tach mau néu cén thiét.

QUI CACH PONG GOI: Hop 3 vi x 10 vién nang cimg

BAO QUAN: Bao quin &noi khé rio, trinh anh sang va nhigt dd dudi 30°C.
HAN DUNG: 24 théng ké tir ngdy sin xuat.

Khing ding thubc khi hét han si dung. :

Bgc KY HUONG DAN SU DUNG TRUGC KHI DUNG,

NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SL

Gill THUOC TRANH XA TAM TAY CUA TRE.
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