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rxArux pxAH conc rxrrc txu6c:
I nann pnan 0uqc cnat: PregaDalrn.....

1 viCn
150 mg

Thanhphantadu-d-cgdm: Lactosemonohydrate,tinhbotb6p,talc...............vuadir................1 vicnnang.
DANG BAo cHE: Vi6n nang c[rng
n/to fi SAr'r pxitt, vicn nang cL?ng, nang sd 2, nip vd thAn nang mau trang, bdn trong chria bot
thudc mdu trSng ddn lrbng ngd.

cniolr.tx,
Dau then kinh
Pregabalinduocchidinhtrongdi6utridauthen kinh(kungudngvangoa bl6n)6ngudildn.
OOng kinh
Pregabalin duqc chidinh di6u tri h6 trg dong kinh cuc b6, c6 ho{c khdng kdm theo dong kinh todn
b0th0phatd ngudi l6n.

R6i loan lo au lan t6a
Pregabalin dudc chi dinh di6u tri r6i loan lo au lan t6a (Generalized Anxiety Disorder - GAD) d
ngLidi ldn.

cAcH oUNG vA LrEu our'ro:
- LiCu dirng:
KhoAng li6u dirng ti/ 150 mg d6n 600 mg m6i ngAy duqc chia thenh 2 - 3 lan. Pregabalin c6 thd
u6ng cing th(c an hoac khOng.

Dau than kinh
DiAutrvdipregabalinc6thdbildduv6ili6ulsOmgm6ingay.TDytheodap(ngvakhanangdung
nap cr:ra tilng bOnh nhan, li6u d0ng c6 thd tang lCn 300 mg/ngay sau khoang thdl g ian 3 - 7 ngay, va
n6u cdn. c6 thd tdng ddn li6u tdi da 600 mg/ngdy sau kho6ng 7 ngay diAu tri thom.
DOng klnh

CO tnd odt odu d du tri bang pregabalin vdi lidu 150 mg m6i ngay. Toy theo ddp (ng va kha neng

dung nap cl]a tihg benh nhan, li6u dUng c6 thd tang l6n 3oo mg/ngay sau 1 tuan. Cd thd tang den
idu t6l da 600 mg/ngay sau 1 tuen didu tri them.
Rdiloan lo au lan t6a
Khoang lidu drirng til 150 mg - 600 mg m6i ngay dLldc chia thanh hai hoac ba lan. Can thudng
xuyen danh gia lai nhu ceu di6u tri.
C6 thd b6t dau didu ki beng pregabalin vdi lieu 1 50 mg/ngay. DUa trcn dap (ng va kha nang dung
nap c0a tdng benh nhan, c6 thd tang Ii6u tdi 3OO mg/ngay sau 1 tuan di6u tri. Sau khi di6u tri thOm 1

tudnli6udingc6thdlangtdi450mghgay.Cothajtangd6nieutoda600mg/ngaysaultuandiaiu
trithem.
Ngung s[J dUng pregabalin
Ndu phai ngung ding pregabalin, cen giAm lidu ti.lli.ltrong thdi gian t6 thidu la 1 tuan.
BCnh nhan suy than
Giam li6u tren c6c bOnh nhan tdn thLldng chuc nang than phai tiy theo lrhg ce nhan va theo t6c d0

thanh thai creatinin (ClCr), duqc trlnh bay trong bang 1 , slJ du ng c0ng thric drJdi day:
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C'eatinin huyd't lharh (Pry')

Vdi cec bonh nhen dang phai thdm tech meu, lidu hdng ngay cOa pregabalin can duoc didu chinh
tiy theo chuc neng than. Bon canh lidu dirng hang ngdy, nen dUng mOt lidu bd sung ngay sau m6i 4

gid thdm iach mau.
B6ng 7. Di6u chinh lidu pregabalin theo chfc nang than

06 thanh lhai creatinine

(o cr ) (mUphrlt) Tdng liiu pregabalin hang ngay (mgi ngiy) Che d0 lidu

Li6u khdi ddu (mgi ngdyt
Ll6u ld da

(mg/ ngay)

>60 150 6{10 2 J ran/nqay

>30-<60 30i-) 2 3 lan/nqay

> 15 < 30 25-50 150 1 2 lan/ ngay

t5 ll 15 I en/ ngdy

Li6u bd trd sau khl lhdm phan mdu (mg)

25 100 1 laningdy

Benh nhAn suy gan: KhOng can chlnh lidu tr6n b6nh nhan suy gan.

T16emvirthiSunien(12 17tu6i): Suantoanvahi-^uquacl]rapregabalinchotr6emdudj 12tu6iveth6u
nlen chua du@ thi6t l?rp. Do do, kh6ng n6n ding thuci: cho k6 em.

Ngddl cao tudi (tren 65 tudi): Ngudi cao lu6i c6 thd cAn giZm lidu pregabalin do chuc nang than suy gizm.

- Crich dirng: Drirng dudng udng.
Kh6ng c6 yOu ceu dic biCt vO xt li thu6c sau khi st du ng.

cH6NG cHi olNH:
Qua man vdi pregabalin hay bet ki,thanh phAn ndo cOathudc.
cANH BAo VA THAN TRQNG KHI DUNG THU6C:
Benh nhAn tidu dudng:MOIs6 bCnh nhan tidu dddng bi teng can khi dirng pregabalin c6 thd cAn

di6u chinh viCc dr)ng cec thu6c ha dudng h uydt.

Phen 1ng que men: Sau khi [Ju hanh thu6c, da c6 nhfng b6o cao vd phAn ung qud man, bao gdm

cA phi mqch, cAn ngung st dqng pregabalin ngay ndu c6 trieu chfng phij mach, nhLl ph i mat, phal

quanh mieng, hoac phar dudng h0 hdp trCn.

Ch6ng ndt, bu6n ngl, ndt i thdc, M En vA sa sit tinh thrin; Didu tri bing pregabalin thLldng xay ra
ch6ng mAt ve budn ngO, c6 thd tdng nguy co xAy ra cdc tai nan do chdn thLtong (nga) 6 ngddi cao

tudi. Da c6 cac bao ceo sau khi lLru hdnh thu6c v6 mdt y thr?c, l6 lan va sa sdt tinh thdn. Do vdy,
bonh nhan phai dudc chi dan cAn thAn trong cho ddn khi quen vdi cac tac dq ng khdng mong m uon

c6 thd xay ra clra thu6c.
Tec d1ng lan quan thi glec; Sau khi lLIu hdnh thudc, da c6 bao cdo v6 tinh trqng md m6t n hdt thdi vd
mdt sci thay d6i khac vd thi lUc tren benh nhan darng pregabalin. Khi ngLhg dung thuoc, cdc trieu
chfng v6 thi luc nay cd thd s6 hdt hoac giam bdt.suy than: MEc di Anh hLt6ng c[ra v]Oc nga/ng

thudc tren suy than c6 h6i phuc chua duqc nghian crlu m6t ciich c6 hO thdng, di c6 biio ciio ring
chfc ndng than dudc cai thi6n sau khi ngtng hoac AiAm li6u pregabalin.

NgLlng s[l dung kdt hdp vdi thu6c chdng d6ng kinh:Choa c6 cac d0 li6u ddy di vd vi6c ngLlng s[I
dqng kdt hop pregabalin vdi cec thu6c chcjng dOng kinh khac dd dat tdi don tri liCu vdi pregabalin,
sau khi da kidm soat dlIdc cdn dOng kinh vdi didu tri kdt hdp.
Tri6u chung ngung thudc:frong di6u tri n96n hqn vd dai han vdi pregabalin, sau khi ngLlng thu6c,
da quan sat th5y hoi chfng cai thu6c tr6n m6t s6 benh n han. Cec tac dung dudc nhSc ddn gdm cd:
mat ngri, dau ddu, budn ndn lo Au, ti6u chay, cUm, co giat, lo au, trem cam, teng than nhiCt va
ch6ng mat.

Suy tim sung huydl: Mac di ch da xac dinh duoc m6i quan h6 gicta viec darng pregabaljn va bOn h suy
tim sung huydt nhung da c6 mOt s6 bao c6o sau khi ldu henh thudc vd bCnh suy tim sung huydt 6

m0t so b6nh nhan ding pregaba in. Trong m0t so th0 nghiOm ngen han trOn cec bOnh nhan kh6ng
co ddu hi6u ldm sdng cria cdc benh vd tim hoac mach ngoai vi, kh6ng c6 mdi liCn he 16 rang gitra
phi! ngoai v va cdc biSn chrlng t m mach nhu teng huydt ap hoec suy tim sung huydt. Do d0 lieu
tren cac bOnh nhan suy tim sung huy6t nang con han che, cdn thAn trong khi ddng pregabalin tron
cac b0nh nhan nay.

Di6u tri dau lhen kinh trung Udng do chdn thLtdng liy sdng:Ttong di6u tri dau thdn kinh trung Udng

dc chdn thuong tiy s6ng, tdc dung khOng mong mu6n tron hO than kinh trung Udng vd dac biet id
budn ngl] tang En, co thd la tac dung phq do ding ddng thdi vdi cec thu6c khac (vi dU nhL.r cec
th u6c chdng co cfnq).
'? dinh ve henh vi t\i setY dinh va hanh vi trJ sat da dudc bao c6o d nhtrng benh nhan dudc di6u trl
bdng thudc chdng dOng k nh trong mOt sd chi dinh. M6t nghian cfu ngAu nhi6n c6 ddi chrlng giA

dLtoc vd thudc chdng dong kinh c0ng cho thdy nguy co nh6 vd y dinh ve harnh vi t{ t0. Cd chei cOa

nguy cd nay kh6ng dl/dc bl01 ddn va d0 li6u c6 sdn khong loai lrd kha nang teng nguy co mic ph6i 6
pregabalin.

Gien chic nAng dudng tieu hoadLtoi:Co cdc b6o c6o v6 suy giam chrJc nang dLldng 1 Ou hoa dl/di
(vidut6cru6t,liOtruot tdob6n)khipregabalndljdcdLjngchungvci cdcloa thuocc6khananggay
tdob6n nhUthudcgiamdauopioid.KhipregabalinvaopoidssCdrlgcstdungk6thdp,cdcbidn
phdp ngan ngrja teo bdn c6 thd dudc xem x6t (dec biCt d bCnh nhan n tr va ngudi gla).
Lam dung hay phq thu6c thudc: Pregat:alin chua dudc xac dinh ld c6 tec dong tren cac thq thd li6n
quan d€in cac loai thudc bi lam dqng hay kh6ng. Da c6 nhtrng bao ciio vd cec trudng hgp ding
th ucic sai va lam dung thu6c sau khi ldu hanh. C0 ng nhU bdt ki, loai thudc tiic d6ng tr6n hO then kinh
trung udng (CNS) ndo, can danh gle cdn than b6nh nhan dd tim hidu vd ti6n s0 lam dlrng thudc vA
quan sel cec ddu hieu ding sai hay lam dung pregabalin trCn bOnh nhan (vi du: bidu hi6n teng
o u I g nap th uc,c, teng li6u thudc, hdnh vi tlm kidm th u6c).

Benh nea:Cect]dng hqp b6nh nao da dLldc biio c6o, chi ydu 6 nhrng bonh nhan mac cac benh
t16m dn c6 thd gAy ra benh nao.
- Canh bAo ta dL/dc: Thudc co chua lactose monohydrate n6n b6nh nhAn m5c bQnh di truydn hidm
gap khdng dung nap galactose, thieu men iactase hoec r6i loan hAp thu glucose-galactose kh6ng
n6n s[I du ng th udc ndy.

sr3 ogruo ruu6c cHo pHU NUco rHAr vA cHocoN BU;
Phun0cathai Ch\tac6cecd0li6udayd0v6vi6cdingpregabalintr6nphunirc6thai.CAcnghion
cfu tren ddng vat da cho thdy i6c dung gay doc tron kha nang sinh san. Chda blSt ro vd nguy cd cd
thdxayratrOnngL/di.Dovay,khOngnendarngpregabalinkh dangmangthaitrukh ldiichmanglai
cho ngddi me vudt tr6i so vdi nguy co co thd' ay ra cho lha nhi Ndn sil dung cdc bl6n phdp trdnh
thai hieu q ua cho phU nf dang trong d6 tudi sinh d6.

Phu nl cho con b0: Prcgabalin dLlqc bai tidt qua soa 6 phq nil cho con bd. Tinh an toan c0a
pregaba n 6 tr6 nh6 chua diJqc bi€it. Khi quy€i1 dinh nen ngL/ng nudi con bing s0a me hay ngLlng

didu tri bAng pregabalin thl cdn cAn nhic giiia lqi ich c[ra vi6c nuOi con bing s0a me ddi vdi 116 vd ldi

ich kh di6utribbngthuocndyddivdingLld me.

Khe neng sinh san:Kh6rg c6 d0 li6u v6 anh hudng c0a thudc lon khe ndng slnh san 6 ngud.
Aruu xUduc cOa rxu6c LCN KHA NANG Lir xE vi vAN nArun uAv lr6c:
P regabal n cd thd gAy chong mat hoac budn ng0 nOn c6 thd anh hlrdng 16i kha neng lai xe hoac van

henh mdy m6c. Dovay. benh nhan dL/gc khuyon kh6ng ndn lai xe, van henh mey phLlctap hoac
tham gla cdc hoat dOng mao hidm kh.ic cho d6n khi xac dinh duqc thu6c c6 dnh hudng den vi6c
tl-Uc h e1 c a. loat dorg 1ay nay J.ho1g.

TI.JdNG TAC, TIJONG KY COA THU6C:
Do pregabalin dudc thal trU chir ydu qua nLldc tiSu 6 dang chLla chuydn h6a, iUdng thuoc chuydn
hoa kh6ng dring kd (< 2% c0a li6u dirng duoc iim thry trong nudc tidu d dang da chuydn hoa),

kh6ng tjc che. chuydn hoa thuoc n vlfro, va khong g6n vdi protein huy6t tddng, pregabalin khong
tao ra tLIdng tac, hoec bi tudng tec dUdc d0ng hoc.

Trong cac nghi6n cUu in viva, kh1rg quan set thdy tLlong tdc dLlOc d0ng hgc lam sang gi0a
pregabalin vdi phenytoin, carbamazepn, acid valproc, lamotrigin, gabapentln, lorazepam,
oxycodon hoac ethanol. Phan tich duoc dong hgc tr6n tdng nhdm d6i tdqng de chi ra ring cdc
thudc di6u tri tidu dLldng ding dLIong udng, cec thu6c ldi tldu, insulin, phenobarbital, tiagabin va
topiramat,khongcdanhhudng amsengdangkdndod6ntcicd6thanhthaipregabalin.
Dirng ddng thdi pregabalin vdi cdc thudc tranh thai dLldng udng norethisteron va/hoac ethinyl
estradiol khOng anh hudng d6n sLI dn din h vd ddgc d6ng h9c cia ca 2 thu6c.
Pregabalin co thd Anh huAng tdl tec dung c0a ethanol vd lorazepam. Trong cac tht nghiem lam

sarng c6 ddi chfng, dirng nhidu li6u pregabalin dlJdng udng kdt hqp vdi oxycodon, lorazepam hoac

ethanol khong gay tec dong lam seng quan trong nao ddn hoat d6ng h6 hdp. Sau khl luu hanh
thuoc, da c6 cdc bao c6o v6 suy h6 hip vd h6n mO 6 benh nhan dDng pregabalin v,r cac thu6c fc
ch6 than kinh trung udng khac. Pregabalin dudng nhiJ lam tdng thom r6i loAn nhan th0c var chfc
ndng vdn d6ng tdng thd gdy ra bdi oxycodon.



Da c6 c.ic bao ceo sau khi ldu hAnh vd c6c bidn c6 I on quan d6n giam chfc nang dudng ti6u h6a
dUdi (vi du: tec ruOt, li6t ruOt gay tic nghOn, tao b6n) khi ding pregabalin vdi cec thudc c6 khA ndng
gay teo b6n, vi du nhLt thu6c giam dau nh6m opioid.
Chua c6 nghiCn cfu cU thd nao vd tudng tac ddqc l{c hoc drJdc tiSn hdnh tr6n nglldi tlnh nguyen
cao tudi.
Do kh6ng c6 cac nghiOn crlu vd tinh tLldng ky c(ra thudc, khong tron lan thudc nay v6i cec thu6c
khac.
rAc DUNG KHONG MoNG MU6N ctiArHU6c:
Cac t6c dung khOng mong mudn thudng gap nhdt duoc bao cao bao g6m ch6ng mdt vd bu6n ngri.
Cdc t6c dfr ng kh6ng mong m udn thudng 6 mlic d0 nhe d6n vJa.
CdclansudtduqcphanloainhLlsau ratthUdnggap(>1/10),thr./dnggap(>11100den<1/10),it
gep (>1/1000 d6n <1/100), hidm gap (>1/10 000 ddn <'ll1ooo), rdt hiSm gdp (<1/10 000), kh0ng
16 ten sudt

HC cd quan 'I dn suii Tdc dung khdng mong mu6'n

NhiEnr trirn-q r l
nhi€m k( rinh trLrnr

Thdilns gap ViCm m[i hAu.

KOr IOAn mau \ a ne

bach huydt
i, gcp GjAiD bach car nung tioh

It sqp Qua rran
Hrrm i.Lfr Phir, phin Llng di img

Rdi loan dinh dfdns
viL chuydn htia

I hu(lns gip Tirg cem giSc ngor mieng

lr rip Chdn in, ha dtriing huydt

Rdi toan tdm thdn

Thddng grip
Hung cin, Li lin, ciu kinh, tram ciin. rdi loan dinh
hrdng, md't ngir, giiim ham mu6'n tinh duc.

it gdp
,Lo gi6c, thao thic, b6n ch6n. trdm cim, hung cim, tinh
khi thit thrJdng mong mi, kh6 di6n dat bing ldi n6i,
tins ham nNdn tinh duc. m6i khi narng.lxl crc khoil.

Hrerr !ip \1:i Fr:.,r \.r.,,.1:eu i.ra'n

Rrr thuirng Slp Chons mlr. t,uarn ngu. Jru deu

Thtrdng gip

Me-t di6u haa, di6u phdi bir thdi,ng, run. loan \,lin
ngon. mil tn nhd. .uy giem lri nhd. m;r rif r L-s. di

cim, giim cim gi6c, giem dau, rdi loan thing b:tn8,

ngti lim.

It gap

Ngit, chfng giat cd, ting hoat d6ng tam thin !in d6ng,

rdi loan ven dong, ch6ng mir tu thd, run hrlu i. rung
giat nhan cau. rdi loan nhan ihfc, rdi loan ng6n ngii',

!nnl !l rn \" rlr ! \Lr rric..':m grac rror e

Hlam gil Co gi!1. lr)rn khdu grrr. girnr \ in d6ng r.i. mii vi giic.
.'hLlng khil r rit

Rdi loan thi gi6c

hudng gip \hin mrl..ons lhr

It c?p

\'li:r rhi gldc nsoei biail. tii iu.r rhr lLrc, sung rrir
! rnl lnr l(. JJu 4rJl,'no rr13l. n r' .,r. U n rr..t
lang chdy nddc mit, kich ri'ng milt

I Ii.lnr sarf Ciim thi lLrc, gian d6ng n1,16c mit. inh nhin bi sing

Rdi loan vd tai vi
tal trong

Thuing Sap \{ii rhing bins
Ir !in ing lhinh ldc

Ror loan ri tn
1t !np

Nhip tim nhanl, block nhi thdt dO 1. nhip cham xoan
suy tim sung huydt.

Hidm gap K6o dii kioring QT, nhip nhanh roang. Ioan nhip xoan5r

Rdi loan mach It c4p
Ha huydt 6p, teng huydt rip, n6ng bing, tl6 brrng, lqnh
chan tay

R.ir:r-lt lt,r hJi.
ngdc viL trung thit

ft sip
Kh6 th8, chey mau cam, ho, sung huydt miii, vicm m[i,
ng5y.

HiSm gap Phii phdi, dc nghen hong

R6i loan he deu h6a

Thtrt ng gqp Nirn. hLrrln niin, t,o hrin, ti€u chi1. di\ h ri irda,ns
bunc. Lhr', niiens

It cip Benh trio ngudc da diy thdc quao, tnng Iiei rddc bot

Hi6n gip Trin dich ming bung, viem t!y, sfrg lddi. lh6 nudt

Rol lUJn dl \ f, mo

dddi da

It sip Moc nijt sin d6. n6i miy day, to6t m6 hdi. ngLi'a

Hidm gnp Torir mo h6i lanh. h6i chiing Stevens John\on

R6'i loan
Th(dng gdp Chu6t nit, dau khdp, dau ltng, dau chi, co thdt cd trt

cung.

vi m6 lien kdt It giip Slrnr cIc khdp, dau cd. rung cd. dau c6. cfng co.

Hidm qip TiCu cd \in
Rdi loan then vi
ri6r ni6u

It sdD I rcLr Ihr'no krHnr \oil hr ileu

llrcnr !Jn Suy than, thidu nicu, bi ridu

Rdr l,'an he lhons

sinh sin v.'r tuldn vi

Thfdng 8ip R6'i lo+n ctrdng dudng

it gip R6'i loan chfc ndng sinh dqc, xudt tinh cham, dau bgng
kinh- dau vf

Hi6m gnp V6 kinh, chriy mriu vd, nd ngdc, \'ri to d nam gidi.

Rdi loan hin than

vi lai ch6

Thudog g4p
Phii ngoai biOn, phir, ddng di bit ihddnS, ng:i. clm thil
bft thddng, mct m6i

It gap
Phir loiin than, phir mdl, tfc ngdc. dau, n6n, khdt ilddc.
dn lanh. suy nhddc

X6t nghi€rn

Thddog Srip Teng can

Ir g+p

Ting creatin phosphokinase huydi, tdng glucose hur'6t,
giim sd ltong tidu cAu, tdng creadnin huydt, giim kali
huydt, giiim cin

Hrem gal Ciim sd ltrdns td bio bach ceu

. Sau khi ngLtng di6u tri ngen han hay lau dai vdi pregabalin, cac tri6u chfng ngUng thudc da duqc
quan sat 6 mot sd b6nh nhAn bao g6m: mdt ng(1, dau ddu, budn n6n, lo au, ti6u chay, cum, co giat,

lo au, tram cam, tang than nhi6t va ch6ng mdt. Benh nhan n6n ddqc th6ng beo ve cec triCu chung
nay khi b6t dau di6u tri. D0 li6u cho thdy, khi ngLIng didu tri lau dari vdi pregabalin, cec tri6u chfng
ngung thudc nghi6m trqng co thd liOn quan ddn li6u dUng.

ouA LrCu vA cAcH x0rRi:
Trieu chLtng:Sau khi luu hanh thudc, c6c tac dung phu phd bidn nhet dudc bao cao khi darng que
li6upregabalinbaogdmrd loancimx(c,bu6nngi,tinhtrangl[lan,tramcam,lodu,vdbdnch6n.
Didu lrlr Didu tri qua li6u pregabat n bao gdm c6c bidn phdp h6 trd tdng quet ve c6 thd bao 96m ca
thdm tdch mau n6u can thl6t.

THONG TIN VC oUOc LV, LAM SANG;
a. OAc tinh ddQc l{c hoc:
Nh6n dLlqc l:r:cn6ng ddng kinh, ma.A IO N03AX 1 6

HoAt chdt chinh, pregabalin, le mOt chdt tuong tlr nh u acid gamma-aminobutyric (GABA) (acici (S)-
3-(aminomethyl-5-methylhexanoic).
Cd chd hoat dOng:

Pregabalinganvdiltiduddnviphu(02-6protein)c0akOnhcalcicdngdi6nth6tronghethdngthan
kinh trung ddng.
Bing chring td mO hlnh dOng vat c6 tdn thddng than kinh chl ra ring pregabalin giam giai ph6ng
chdt dan truydn than kinh cam thu dau phu thuoc vdo canxi d tiy sdng, c6 thd thOng qua su ngan
can van chuydn canxi vd/hoac giam ddng canxi. Bang chL?ng tU cec mO hinh dOng vat khec c6 t6n
thudng than klnh cho th5y hoat tinh giam dau c0a pregabalin c0ng cd thd gien ti€ip qua c6c tLJong

tac vdi cdc con dLlong ph6 giao cam va seroton in.

2. Odc tinh d Lldc along hoc:
DUdc d6ng hoc 6n d nh cia pregabalin l?r gi6ng nhau tren nhtrng ngudi tinh nguyen kh6e manh,
cac bOn h nhan d0ng klnh dang dirng th u6c chdng dong kinh va cac b0nh nhan dau man tinh.
Ha'phu:Pregaballnduqchapthunhanhkhiuong Lrcddi,n6ngdOdr"nhtronghuyettddngdatdudc
sau 1 gid trong cA ch6 d0 darng ddn 6u v.r da I du. Sinh kha dung dddng u6ng cia pregabalin
khoang>90o/.vekh6ngphuthudcveo i6udirng.KhisitdungnhAclai,tinhtrangdndinhdatdddc
lrong khoang 24 - 48 gid. Ti l0 hdp thu cira pregabalin giam khi ding ctng thuc an den d6n Cmax
giam khoang 25 - 30% va tmax bi cham khoang 2,5 gid. Tuy nhien, dirng pregabalin cirng vdi thfc
An khdng c6 anh huAng lam sang deng kd ndo ddn mrlc dd hdp thu pregabatin.

PhAn bc;:frongcic nghi6n cuu ti6n lam sang, pregabal n de dang di qua hang rao miiu nao 6 chuot
nhAt chuOtcdngvdkhl.Pregabalinquaduqcnhauthai6chuotc6ngvaxudthi6ntrongs0achu6t,
6ngudi thdtichphAnb6bidukidnciapregabalinsaukhi darngdudngu6ngtakhoang0,56L/kg.
Pregabalin khOng g5n vdi protein huy6ttudng.

Chuvdn hoa: Pregabalin dr.tgc chuydn h6a khOng ddng kd lrong cd thd ngLrdi. Sau khi ding
pregabalin c6 danh ddu ph6ng xa, khoAng 989b hoat tfnh phdng xa dLtdc tlm thdy trong nLldc tidu la
c0a p.egabalin 6 dang chua chuydn hda Dan xual N-methylat c0a pregabalin, cha't chuydn h6a
ch in h cu a pregabalin dLldc tlm thay tron g n uoc tidu. chl€im khoang 0,9'/" li6u d ar ng.

Thet ti. Ptegabatin dudc thai tri kh6i hQ tudn hoAn ch0 ydu do bai tidt qua ihan dudi dang khOng
chuydn hoa. Thoi g an bdn tha lrung blnh cira pregabalin la 6,3 g d. Toc dO thanh thai pregabalin
huydl tuong va tdc dd than h thei than t9 le thuan vdi t6c dO thanh thai creatinin. CAn phAi di6u chinh
liau cho cec bOn h nh a n suy than hoac phai thdm t.ich mdu.

Tuydn tinh/khdng lu.yd, linhr DrJdc d0ng hoc c0a pregabalin la tuydn tinh trong khoAng li6u khuy6n
c6o heng ngey. D6 Dren thi6n dLlOc dong hqc g 0a cec dd tr.lgng cria pregabalin lar thip (< 2O%).
Cec dac tinh dLioc dOng hoc c0a che do da lteu co lhd dLJ doan duoc tu cac d0 li6u c0a lidu ddn. Vl
vay khOng cen th iOt ohai kidm lra dinh kV ndng dO pregabalin trong h uydt tddng.
DUqc dong hqc d nhfng nh6m bCnh nhan dic biCt

Gi6i tinh: CAc thl rghi6m lam sdng da cho thay gidi tinh khOng cd anh h U6ng lam sang d6ng kd neo
ddn ndng dQ c0a p regabalin trong huydt tudng.

Suy thAn:f6c d0 thanh ihai pregabalin ti le thuan vdi t6c dd thanh thai creatinin. ThOm varo d6,
pregabalin dLlsc oa b6 hi6u quA kh6i huy6t tudng qua thdm t6ch mau (sau 4 gid thdm tech meu
ndngddcOapregaba ntronghuydttudnggiamkhoang5O%).Bdivlthaitrnquathanlddudngthai
tru cninh, can phai giam I 6u cho b6nh nhan suy than va dirng li6u bd sung cho b6nh nhan thdm
tdch mau.

Suyganr Chda c6 nghien cLru dLJdc dOng hoc cu thd nao dudc tien hanh tren benh nhan suy gan. Vl
pr-.gaba]]n duqc chuydn hoa kh6ng d6ng kd vd thAi irit chi ydu qua nudc tidu dudi dang khong
chuydn h6a, b6nh nhan suy gan du kldn se khOng c6 thay ddi ddng kd vd n6ng d6 cria pregabalin
lrong huydttLidng.

Ngucii cao tudi (ren 65 tudt). I 6c dO lhanh thai pregabalin co xu h udng giam kh i tudi cao. M tic giAm

cLla 16c d0 thanh thai pregabalin theo dddng u6ng thdng nh5t vdi mLlc giam cLira tdc dO thanh thai
creatinin khl tudi cao. Cd thd cdn g Am li6u pregabalin cho cdc bOnh nhan t6n thudng chfc neng
than do tud cao.

Phu ni cha con bA:DiQc ddng hoc cia li6u pregabalin '1somg darng 12 gidlen (li6u 300mg hang
ngdy) da duoc khao sel 6 1 0 phu ntr dang c6 tidt s0a, cec phu n0 ney dang 6 giai doan sau khi sinh
t6i thidu a 12 tudn. Su tiSt sLIa it anh hudng hoec kh6ng co 6nh hLtdng d5n ddqc dOng hQc c0a
pregabalin. Pregabalin dudc t 5t vdo s0a vdi n6ng dO dn dinh trung blnh viio khoang 76% so vdi
ndng d6 thudc trong huydt tL.tong cia me. Li6u pregabalin trung blnh td stra me md tr6 nhan harng

ngay (giA srl lLtong sila ti6u thU trung binh le 1 50m L/kg/ngdy) la 0,31 mg/kg/ngdy, li6u nay tinh theo
mg/kg s6 lar khoang 7% so vdi li6u cia ngudi me.

OUY CACH o6NG G6l: HOp 3 vix 1o vi6n nang cL?ng, Hqp 1o vix 10 vion nang cfng,
Chai 200 vl6n nang cr1ng.

BAOQUAN - HAN DUNG:

BAo quAn : Trong bao bl kin, ndi kho rao, trenh anh sang, 6 nhi61 d0 khOng qua 30"C.

Han dirng : 36 thang kd tJ ngdy san xudt.

Tieu chuan : T eJ Lhuen co sd (TCCS)

SAn xudt tai:

cONG ry cd pHAr'r DUOc pHAM KHANH HoA

Dudng 2 thang 4, Kh6m D6ng Bic, Phuong Vinh Hda, Thdnh Pho Nha Trang,

Tinh Khiinh Hoa

Gt-v/
WHO - CMP

KOr loan he mlen dlch

Rdi loan hc thdn kinh


