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Rx Thu6c nay chi dung theo don thu6c

Lirystad 75
1. TOn thu6c

Lirystsd 75
2. Ctc dAu higu luu, va khuy6n c6o khl dtng thu6c

Dd xa tAm tay tr6 em
Oqc ky huong OAn sri dung truOc khi dUng

3. Thanh phAn c6ng thr?c thu6c
Thenh phAn hoAt chet:
Pregabalin ............ ..............................75 mg
Thenh phAn te duw:
Maize starch, lactose monohydrate, lalc.

4. D?ng bio chd

Vi6n nang cung.

ViCn nang cung s6 +, nip nang mau d6, than nang mdu tr5ng, chrla bot thu6c
mdu trSng o6n trlng ngi.

5. Chi dinh
Oau then kinh
Lirystad 75 dugc chi dinh dA dieu tri dau thAn kinh ngo?i vi vA trung uong d
ngudi ldn.

O$ng kinh
Lirystad 75 dugc chi dinh nhu la mfl ligu phap h6 trg d ngudi ldn bi dong kinh
c'Jc b0 c6 hoac khong c0 aon toan the thu phat.

R6i loen b eu bn t,a
Lirystad 75 dugc chi dinh da diau ki r6i ban b eu tan tda d nguoi t6n.

6. C5ch dung, liCu dUng

Cech cling
Llrystad 75 chi d0ng blng ttudng u6ng. C6 thE u6ng cUng hoAc khong c0ng vdi
thuc an.

Li6u lugttg
Khodng liAu dung le 150 - 600 mg/ngay dL/qc chia 2 ho{c 3 lAn.

Dau thin kinh
OiAu ti voi pregabalin co thd b6t dAu d liAu 1 50 mg/ngey chia 2 ho{c 3 tAn. Dua
tren d6p ung vd khd ndng dung n?p cta tung benh nhen, liAu c6 tha duqc Eng
den 300 mg/ngay sau mot khoAng thdi gian tu 3 - 7 ngay, vd ndu cAn tni6t, t6n
d6n liAu t6i da 600 mg/ngay sau 7 ngay ti6p theo.

O$ng kinh
Oidu tri voi pregabalin c6 thd b5t <tAu voi lilu 150 mg/ngay dugc chia 2 hoac 3
dn. DVa tren d6p ung va kha nSng dung nAp cta tungbenh nhan, liAu c6 the
tdng d6n 300 mg/ngay sau 1 tuAn. LiAu t6i da la 600 mg/ngAy c6 thA dat duqc
sau mot tuAn noa.

R6i to?n to eu bn tia
Khodng lidu dung la 1 50 - 600 mg/ngay duqc chia 2 hoic 3 lAn. CAn tt5nh gi6 lqi
thuong xuyen nhu cAu tfiAu tri. C6 tha brt dau digu tri voi liau pregabalin 150
mg/ngay. Dua trCn d6p ung ve kha nang dung n?p cia tt:rng benh nhin, lidu c6
thd tang ddn 3OO mghgay sau 1 tu3n. Sau mot tuan noa liAu c6 the Eng ddn
450 mg/ngey. LiAu t6i da la 600 mg/ngay c6 lh6 dat dugc sau mgt tuln n0a.

Ngung dtng pregabalin,

Theo thr/c hanh lam sang hien hanh, n6u phAi ngung dtng pregabalin, nen thLrc
hien viCc nay tu tu trong l6i thi6u I tuAn me khong phv thuoc vao chi dinh.

Bq,nh nhen suy thAn

Pregabalin dugc thAi tri, ra khdi he tuAn hoan cho y6u nho bai ti6t qua than dudi
dang khong d6i. vi d0 thanh thai pregabalin ti l0 thuan vdi do thanh thdi
creatinin, giam lldu d nh0ng benh nhan c6 chric ndng than bi tdn thuong phai
duqc c6 nhen h6a theo d0 thanh thei creatinin (CL.) nhu huOng dAn trong beng
1 duqc xec dinh lheo c6ng lhuc sau:

Eeng 7. OiAu chinh liAu pregabalin dua tr6n chuc neng thAn

O0 thanh
thai croatinin

(CL", l (ml/ph0t)

TOno i6u Dreoa
ch6 dO riauLi6u khoi dau

(mq/nqav)
Li6u t6i da
(mq/nqay)

€ 2 hoAc 3 lan/nqay

25 1

1 lan/l ngay

Li6u don'

7.

8.

'Tdng liAu hang ngay (mg/ngay) n6n dugc chia liau nhu chl dinh theo cn6 dO tiau
lheo quy dinh mg/lidu.
'LiAu b6 sung la mot liAu don them vao.
Srl dung chd phAm pht hW khec kht ding liAu 25 mg, 50 mg hoAc 1Oo mg.
BAnh nhen suy gan
Kh0n9 cAn ttiAu chlnh liAu cho bgnh nhan suy gan.
Trd em
Tinh an toan va higu qua cia Llrystad 75 d trd em duOi 12 tudi va tr6 vi thanh
ni6n (12 - 17 tudi) chua dugc thi6t lap.
Ngt ot cao tu6t O c5 tudt)
Bpnh nhSn cao tu6i c6 thA can giam lieu pregabatin do chuc ndng then giam.
Chong chi dinh
Qu6 m5n voi hoat chrt hoic bit ki thanh phAn te dugc nao coa thu6c.
CAnh beo ve th{n trong khl dtng thu6c
Bqnh nhen CIei theo ilttung
Theo thuc hanh lam seng hiCn hanh, mot s6 bgnn nnan dei th6o duong teng
cen khi dieu tri voi pregabalin c6 th6 cAn ttiau chinh c6c thu6c ha gtucose tiuy6t.-
Phln &ng qud m1n

Suy thAn

Pregabalin dugc lo?i bd higu qud kh6i huy6t tuong nho thAm phen meu (50%
thu6c trong 4 gio). O6i voi nh0ng benh nhan dang thAm phdn m6u, liAu pregabalin
hang ngay n6n ttuqc. ttiau chinh dua tren.chrlr n6ng than. Ngoai c6c liAu hang
ngay, nen ding [eu b0 sung sau m6i dgt lhem phan m5u k6o dai 4 gio.

LiCn quan t!6n vigc ngung didu tri l5u dii pri:gabalin, OO tiQu cno in6i ti E m5c
phai va mfu d0 nghiem treng cua cic trigu chong cai thu6c c6 th6 lien quan d6n
lieu dung.
Suy tim sung huydt
oe c6 beo c6o sau khi luu hanh thu6c vA suy tim sung huy6t d mot s6 bgnh
nh6n d0ng pregabalin. Nh0ng phan ring niy cht y6u gap d nguoi cao tu6i bi t6n
thuong tim mach trong qui trinh diau tri voi pregabalin d6i voi chi dinh benh
thrn kinh. Nen sli dqng than rQng pregabalin d nhong benh nhan ney. Khi
ngung dtng pregabalin, phAn ung nay se het.

Dl6u tr! tlau thln kinh trung uong do t6n thuong tty s6ng
Trong ttidu ki dau thAn kinh trung uong do tdn thuong tty s6n9, ty le mic phdi
c5c t6c dvng khong mong mu6n n6i chung d h0 thAn kinh trung uong va dic biet
li budn ngtj gia ting. Didu niy c6 th6 la do t5c dung c0n9 Sop bdi cac thu6c
ding <tdng thdi (vi du thu6c ch6ng co cong) cen thi6t cho tinh trang niy, oidu
nAy cAn ttugc xem x6t khi ke don pregabalin.

CL.,(mupnrr) '
1.23 r ll40 - lu&l rcr6 rtu (Loi
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t dinn va nanh vi t1t tr}
Nhong y dinh va hanh vi tU l0 de dugc b6o cao d bgnh nhen dtau tri vdi c6c
thu6c ctr6ng dong kinh trong nhiAu chi dinh. MOt phan tich tdng hqp c6c nghi6n
cuu cO doi chung gia duqc ngau nhi6n coa cec thu6c ch6ng dong kinh cong de
cho thay mot nguy co gia teng nhd i dinh va hanh vi tu ti. Chua bi6t co ch6 cria
nguy co nay va cec dO lieu cd s5n khong toai tru kha nang teng nguy co d6i vdi
pregabalin. Oo d6 bCnh nhen n6n dugc theo d6i cec dAu higu crla y dinh va
hanh vi lU t& va xem x6t tri lieu pho hqp. Benh nhan (va nh0ng nguoi chlm s6c
bonh nh6n) cen tim ru vAn y t6 ttri xu{t hign c6c d6u hi6u cua-y dinh va hanh vi
t(, tri.
Chue ndng dudng ti6u h6a duoi suy giem
Oa c6 nh0ng bao c6o sau khi luu henh thu6c vd cac bi6n c6 c6 ti6n quan d6n
chuc neng duong tiCu h6a duoi suy giem (vi dq nhu l6c ruot, t6c ligt ruot, tAo
bon) khi pregabalin dtng ddng thdi voi c6c thu6c g6y tao b6n, nhu thu6c giam
dau opioid. Khi dirng ddng lho-i pregabalin va thu6c giam dau opioid, cac bien
ph6p ngdn ngua tao b6n c6 lh6 dugc xem x6l (dAc biCt d nh0ng benh nhan nO
va ngudi cao tudi).

Ding sai, khe neng bm d\ng hoAc E thuic thu6c
C6c fuong hqp dtng sai, kha nAng lem dvng hoac E thuQc thu6c da duqc b6o
c6o. CAn thin trgng d nhong bCnh nhan c6 tiAn sr] hm dqng thu6c va benh nhan
can duqc theo d6i cec rieo chung khi dung sai, lem dvng hoAc E thuoc pregabalin
(teng dung nap thu6c, tang liou, hanh vi tim ki6m thu6c dd tfuqc b6o cdo). -

B$nh neo
Cec tn dng hqp bgnh n6o de dugc b6o c6o, chi y6u O nhong bgnh nhan dang
c6 c6c tinh trang c6 the thlc day benh nao.
Khang dung n?p lactose
Liry3tad 75 choa t6 dugc lactose monohydrate. BCnh nhan mrc c6c r6i loan di
truyAn hi6m g{p vA dung nap galactose, chring thi6u hvt Lapp lactase hoAc r6i
logn hAp thu glucose-galactose kh6ng nen dilng thu6c nay.

9. Sr! dgng thu6c cho phg nO c6 thai vi cho con bri
Phg nO cO khe neng sinh senl NgOa thai 6 nam va n&
Chua bi6t nguy co ti6m en d6i voi ngudi phAi sD dung biCn phap tranh thai c6
hieu qud d phu nO co kha ndng sinh san.
Phy nO c6 thai
Khong co dO li€u dAy drl vA vi€c sO dung pregabalin d phu ni, mang lhai. Cdc
nghion ct u tr6n dong vAt da cho thAy doc tinh trCn kha neng sinh san. Chua bi6t
nguy co tiom an d6i voi nguoi.
Khong nen ding pregaballn trong thdi ky mang lhai n6u kh0n9 thuc sU can thi6t
(n6u lqi ich cia nguoi me hon hAn nguy co tiAm ,n cho bao thai).
PhU no cho con b0
Pregabalin ti6t vao soa me. Chua bi6t enh hudng cta pregabalin tren trd so
sinh/ trd nhd. Ouy6t dinh ngung cho con bi hay ngung dirng pregaballn non tinh
d6n lgi ich cia viCc b[ soa me d6i voi tre va Fi ich cia viec didu tri d6i vdi
ngudi ma.

Khe neng sinh sen
Khong co d, liCu l5m sAng vA dnh hudng cl.]a pregabalin d6n kha nang sinh san
cia phu n&.

Trong mot thri, nghiem lAm sing denh gia anh hudng cia pregabalin vA khd
ntng di dong crla tinh tring, d6i tugng nam khde m?nh da dugc dtrng
pregabalin d liAu 600 mg/ngay. Sau 3 thang diAu trq, kh6ng c6 enh hudng ren
kha neng di dong cta tinh tring.
Nghien cuu ren kha neng sinh san d chuot c6ng cei da cho they c6 tac dqng
khong mong mu6n tren kha nang sinh san. Nghien crlu fen kha neng sinh sen d
chuot c6ng duc da cho th6y c6 Ec dung khong mong mudn tren kha nang sinh
sAn vA Anh hudng d6n sr/ ph6t tri6n. Chua bi6t sv licn quan vd mit l6m sing
cta nhong ph6t hien nay.

10. Anh hutng tr6n kha nlng l6i xo, van henh m6y m6c
LirFtad 75 co thd c6 Anh husng nhe hoac vua d6n kha nang Ei xe va van hanh
may m6c. Lirystad 75 co thd g6y hoa m5t vi budn ngt, do d6 c6 thd dnh hudng
d6n kha neng Hi xe hoAc vAn hanh mdy m6c. Benh nhan khong nen Ei xe, vin
hanh mAy m6c phuc tap hoac tham gia vao cac hoat dong nguy hi6m kh6c cho t!6n
khi bi6t drrqc thu6c co enh hudng hay kh6ng tt6n kha nang thu€ hiCn cac hoat
dong nay.

11. Tuong tac, turyng kycta thu6c
Tuong t6c thu6c
Vi pregabalin dugc bai ti6t chrl y6u qua nuoc ti6u dudi dang khOng lhay d6i, nen
ttrudc cnuy6n h6a kh6ng tt6ng k0 d ngudi (< 2% lidu dirng trong nuoc ti6u ld
ctrAt chuy6n h6a), kh6ng uc ch6 su chuy6n h6a thu6c in v,lro, ve kh6ng g6n k6t
voi protein huy6t tuong, khong gay hoac chiu luong tec vA dugc dong hac.

Cec nghien chu in vivo va phen ilch dugc dQng hgc ddn s6
Theo d6, c6c nghien criru rh v,vo kh6ng thly cd cac tuong tec duqc dong hQc

li6n quan vd mit l6m sang gi0a pregabalin va phenytoin, carbamazePine, acid
valproic, lamotrigine, gabapentin, lorazepam, orycodone hay ethanol. Phan tich
dudc ttOng ngc d6n s6 cho th6y thu6c ch6ng d6i th6o dudng dang u6ng, thu6c
lgi tiau, insulin, phenobarbital, tiagabine va topiramate khong c0 dnh hudng
quan lreng v. m{t lem sang d6n d0 lhanh thai pregabalin.

Thu6c trenh thai Ct.tung u6ng norethisterone ve/hodc athinyl estrcdiol
Oirng ttdng thdi pregabalin vdi c6c thu6c trenh thai ttudng u6ng norethisterone
vJnoac etninyt estradiol kh6ng dnh huong tt6n dugc dong hqc d tr?ng thei 6n
dinh cta mot trong hai chat.

Cec thu6c enh htrtng 66n hA then kinh trung .png
Pregabalin c6 thA lam teng t6c dung c0a ethanot va lorazepam. Trong cac thu
nghiem lam sang c6 ki6m soet, dung ddng thdi da tiAu pregabatin v6i
oxycodone, lorazepam, ho{c elhanol kh6ng gay 6nh hudng quan trgng vA m{t
lam sang_tron sLr h6 hCp. Trong qua trinh trru hanh thu6c, c6 nh0ng u6o c6o vd
suy h6 hdp va hon mO d benh nhan dung pregabatin vA c6c thu6c uc ctr6 ttrAn
kinh trung uong khac. Pregabalin lam teng su suy giam ch0c nang nhan thuc ve
chrrc nAng van dong tho gay ra bdi orycodone.
lmg tec thu6c vl ngutl cao tudl
Kh0ng.c6 cec nghien crru tuong tec dugc luc hec dac hi6u d ngudi tinh nguyen
cao tuoi. Cac nghian cou tuong tec chi dugc thuc hien d ngudi lon.
Tuong ky thu0c
Do khong c6 c6c nghien c0u vA tinh tuong k)l cia thu6c, khong tron tan thu6c
nay voi cac thu6c khac.

12. TAc dvng lhong mong mu6n cria thu6c (AOR)
RAt tht tng gAp 0/1 0 S AOR)
Thln kinh: Hoa m5t, uudn ng0, nhric deu.
Thtrtng gAp fil1oo S ADR < 1/1o)

- Nhi'm trtng vA kY sinh tttng:Viemm0i hgng.
- Chuyen h'a va dinh duhng:fang th6m en.
- Tdm thAn:f,,m trang phAn khich, l0 6n, kh6 chiu, mAt phuong huong, mAt ngi,

giam ham mu6n tinh duc.
- fhAn kinh: MAt diAu hoa, ph6i hqp bAt thudng, run, chung lo?n vAn ngon, quOn,

suy glAm trl nho, r6i loen chu y, dl cgm, giam cam g6c, an thAn, r6i loAn thdng
bAng, ngU llm.

- Mrf: Nhin md, nhin doi.
- Taive biforg: Ch6ng mat.
- 77€u l,6a. Non, buon non, teo b6n, teu chiy, ttAy hoi, chuOng bung, kho mieng.
- Co xuong ve mO fien kl.t: ChuQl rut, dau khop, dau lung, dau chan tay, co thet

cd tri cung.
- S,r[ sdn va vr: R6a bAn chrrc nang cuong duong.
- Toan rrerj PhU ngoai vi, pht nA, dAng 6i brt thudng, ngi, cdm gi6c say ruqu,

cem giSc bdt thudng, mgt mdi.
- CAc nghian chl il€n quan:Tengcen.

h glp ltttooo s eDR < 1/1oo)
- MAu ve bach huy6t: GiAm bach clu hat trung tinh.

- H€ th6ng niSn dlctr: Qu5 m5n.
- Chuyln h6a ve dinh dtrtng: Bi6ng an, ha glucose huy6t.
- Tem thCn: Ao gi6c, hoeng sg, bdn chdn, lo au, tram cam, tam reng ch6n nan,

tam trang phin ch,n, kich dong, tam trang thit thudng, m{t nhen c5ch, kh6
khen di6n ttqt bAng ng6n ngri. giAc mo bdi thudng, tang ham mu6n tinh drJc,
mdt khoai ccm, tho o.

- ThAn k ,h: NgAt, trang thei song sd, giat rung co, m6t y ttruc, teng ho?t tam
thAn v{n ttong, r6i lo?n vAn dong, hoa mit tu th6, run cht f, rung giNt nhSn c}u,
r6i loan nhan thOc, suy giam tnh thAn, r6i loan ngon ng&, giam phan xa, ting
cAm giic, cdm gi6c n6ng r6t, met vi giec, kh6 chiu.

- uit: MAt thi luc ngo?i vi, r6i ban thi giac, sung m5t, khi6m khuy6t thi trudng, thi
luc giam, dau mrt, m6i mlt, ctrung hoa m6t, kho m6t, teng ti6t nudc met, kich
ong mat.

- Tai vA tai t/ongj Ting thinh lLrc.

- Irnj Nhip tim nhanh, bdc nhi thAt d0 1, nhip xoang cham, suy tim sung huy6t.

- Mach: H?huy6t ep, tang huy6t ep, n6ng bung, dd barng mat, lanh ngoai vi,

- HO h*p, bng ngrsc ve tung thdt: Kh6 thd, chdy m6u cam, ho, nghgt m0i, viem
m0i, ngey, khO moi.

- Ti€u hda: Bgnh trao ngugc da day thuc quan, t6ng ti6t nuoc bQt, giam cem giac
d mi$ng.

- Da ve nO du'i da. Phat ban c6 mqn nhd O da, may day, ttng ti6t md hoi, ngua.

- Co xuongve mo ,,en kCt: Sung khdp, dau co, co r0t co, ttau c6, t€ cung co.
- ThAn va ti6t nieu: Ii,Ju kh6ng tu chrl, kh6 tieu.

- Sinr, sa, va vr: R6i loan chuc ning tinh duc, xuAt tinh cham, dau bung kinh, dau
vrl.

- Toan ffenj Ph! toan than, pht mat, t0c nguc, tlau, s6t, khat nuoc, dn lanh, suy
nhugc.

- Cec nghien chu fien quan: Teng creatin phosphokinase huy6t, tAng alanin
aminotransferase, teng aspartat aminotransferase, tang glucose truydt, gidm s6
luqng tGu cAu, tang creatinin huy6t, giem kali huy6t, giam can.
Hi6n glp (1/loooo s ADR < 1/1ooo)

- MiEn dich:Phi mech, phan fng di ung.

- Tdn thAn: Hdnh vi kh6ng phi hqp.

- ThAn kinh: Co giat, chong loan khuu gi6c, giam nang van dong, chung kh6 vi6t.

- Mrt Mrt thi lW, viCm giac mac, nhin chap chdn, thay ddi nhan thuc chiAu s6u
thi gi5c, gien ddng t&, Hc m6t, 6a mrt.

- Iimi K6o dai khoang QT, nhip xoang nhanh, nhip xoang cham.

- HO htp, l6ng ng,tc vd tuung thAt: Phdi phtr nd, nghen c6 hqng.

- neu h,a: Cb ln ong, viem tvy, sung luoi, kh6 nu6t.

- Da va mO du6i dar HOi ch0ng Stevens Johnson, md hoi lanh.

- Co xuong ve mo rcn ket: Tieu co Yen.

- Than va t6t n,euj Suy than, thi6u niCu, bi tiAu.

- S/hrr sdn ve v0: vO kinh, ti6t dich O v0, v0 to bAt thuong, v0 to o nam.
Cdc nghien chu li6n quan: Giern luqng bach cAu.
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. Huong dln c6ch x& trl tic dgng khOng mong mu6n (AOR)
MOt s6 ADR lem ngudi bCnh phai nging thu6c. 4% ngudi benh bi ch6ng mit
ho{c budn ngd phdi ngung diau tri. Oa s6 c6c truong hqp bi nhin md tu hdt khi
ti6p luc didu tri, duoi 1% ngudi bCnh phai ngung ttiAu t(. N6u r6i loan thi 9i6c
k6o dai, can cho tham khem m5t.
Phai ngung thu6c khi bi benh co, hoac khi thCy nong d0 CPK huy6t thanh Eng
cao it nhAt 95p 3 lln muc eo cria gioi han binh thudng. Phai ngung thu6c khi
c6 teng cen, phi, ngoai bien d ngudi tl5 c6 benh tim tu truOc.
PhU m?ch tuy hi6m x6y ra nhung thudng xey ra ngay khi b5t dAu diau ri
pregabalin: do do, trudc khi cho b6nh nhan diAu tri bing pregabalin, cAn hdi ky
tidn s{:r man cdm vd chuAn bi phuong tion cep crlu thich hqp.
Ngodi ra, cAn thong bao.cho nguoi benh va gia dinh bi6t v0 tiam n6ng nguy co
tu sat khi ding thu6c ch6ng <tQng kinh. Phai cho y d6n c6c trieu chrrng bao hiqu
nhu b au, vat ve, hung hen, dn cong, ch6ng d6i, thao cuong, mAt ngri vA trAnr
cam. Gia dinh can theo doi set ngudi bCnh.
Khi ngung thu6c, tr6nh ngi/ng dot ngot, giam dAn liAu trong khoang it nhAt mot
tuAn.

13. Qui liAu vi c6ch xrl trl
TriQu ch,ng
Trong qu6 trinh luu hanh thu6c, c6c tec dvng kh6ng mong mu6n thudng gap
nhAt khi dung qud lidu pregabalin bao gdm budn ngr), tr4n9 thai 16 l5n, kich tfong
vA bdn chdn. OQng kinh c0ng dugc bao c6o. Hi6m g{p tn dng hqp h6n me.
X& trl
OiAu tri qu6 lieu pragabalin n6n bao gdm c6c bion phap h6 trg chung vi c6 hA
bao gdm cd them phan m6u n6u c5n tni6t.

14. Olc tlnh duqc l!r,c hgc
NhOm dwc ry:fhr6c ch6ng ttong kinh.
Me ArCi N03AX16.
Pregabalin B mot thu6c ch6ng co giat va giam dau. Pregabalin c6 c{u truc
tuong tu ch,t rjrc cn6 tnAn kinh trung uong GABA, song khong g6n truc ti6p vdi
cdc thu thd GABAT, GABA8, hay thq tha cia benzodiazepine, kh6ng Em teng
d6p ung cia GABA6 tren ciic t6 bao thAn kinh nuoi cry, cong khong lam thay d6i
ndng d9 GABA trCn neo chuot, khong enh hudng tt6n thu hdi cUng nhu tho6i
gieng GABA. Tr€n cAc t6 bao than kinh nu6i c6y, su dung lau dai pregabalin se
Bm teng mAt d0 c6c protein v{n chuy0n va teng toc d0 van chuyen GABA.
Pregabalin g6n voi cac m6 thAn kinh trung uong vdi ei luc c€o tai vi tri 02-6 (mot
tiAu tton vi ita kenh calci phu thuoc dien th6). Mac du co ch6 chinh xAc cia
pregabalin chua dugc bi6t dey dn, song viec g5n voi tidu don vi oro c6 thd lien
quan d6n tac dung giim <lau vi ch6ng co giat cia pregabalin.
,n yifo, pregabalin ldm gidm s9 gidi ph6ng c6c chAt dan truyAn thln kinh phrl
thuoc calci nhu glutamate, norepinephrine, peptide lien quan d6n gen tliau hda
calcitonin, va chrt P, co thd thong qua diau hda chrrc neng crla kenh calci.

15. Olc tinh duvc d6ng hgc
Duqc dong hgc cii pregabalin d tr?ng th6i 6n dnh luong tu nhu d nhong
ngudi tinh nguygn kh6e manh, nhong benh nhan dong kinh ding thuoc chong
dong kinh va nhfng benh nhan bi dau man tinh.
Hip thu
Pregabalin ttuqc h6p thu nhanh khi ding luc tt6i, ndng dO dinh trong huy6t
tuong xu{t hien trong vong 1 gio sau khi dung don lidu vd da liAu. Pregabalin c6
sinh iha dqng tudng u6ng ttugc uoc tinh > 90% va kh6ng phq thuQc lidu. Sau
khi dirng liAu-i{p tai, trang tnai dn dinh dat duqc trong vdng 24 - 48 gid. T6c ttQ

h5p thu cria pregabalin giam khi dtng voi thuc en dln tt6n giAm C.- khoang 25
- 30o/o vd k6o dai t., khoang 2,5 gid. Tuy nhi6n, dtng pregabalin vdi th0c An

khong anh hudng d6ng rd d6n muc ttO hAp thu pregabalin vA mat lam sang.
Phan b6
C6c nghiCn cuu tidn l6m sang cho thdy pregabalin qua dugc hang rao m6u nao
O chuot nhit, chuot c6ng vi khi.
Pregabalin qua dugc nhau thai d chuQt c6ng vi hien dien trong soa chuot
mg.-d nguoi, thg tich phan b6 bi6u ki6n cta pregabalin sau khi u6ng khoAng

0,56 liu kg. Pregabalin kh6ng g5n k6t vdi protein huy6t tuong.
Sinh chuyAn hda
Pregabalin bi chuydn h6a khOng deng kd d ngudi. Sau khi dUng mot liau
preqabalin duqc denh deu ph6ng xa, khoang 98o/o hoat tinh phong xa dugc lim
itrAy trong nuoc li6u dudi dang pregabalin kh6ng d6i. DIn chit N-methyl h6a
cia pregabalin, chAl chuy6n h6a chinh cia pregabalin dugc tim thay trong nuoc
ti6u,'chi6m 0,9% li6u dnirg. Trong cec nghiCn &u tiAn l5m sang, khOng c6 dAu

hieu cta su racemic h6a pregabalin tu dang S-enantiomer sang dang

Ttnh tuyan ttnh/khang tuyAn ilnh
Duqc d$ng hOc cOa pregabalin tuy6n tinh trCn khoeng liAu khuy6n cao hang
ngiy. Sr.r bi6n thien duqc dong hqc coa pregabalin gioa c6c ca th6 thAp
(< 20olo). Dugc dong hgc cia da liAu c6 th6 du doen tu dO lieu cia don liAu.
Vi vay, kh6n9 cen theo doi thudng xuy€n ndng d0 pregabalin trong huy6t tuong.
GiOi tlnh
Thri nghigm lam sang cho thAy gioi tinh khong Anh hudng deng kd ve mal lam
sing tt6n ndng d0 pregabalin lrong huy6t tuong.
Suy thAn
O0 thanh thei pregabalin t, lg thuan vdi d0 thanh thai creatinin. Ngoai ra,
pregabalin dugc loAi bd hieu qui khdi huy6t tuong nhd tham phan mau (sau 4
gid thAm phan mau ndng d0 pregabalin trong huy6t luong giam khoeng
50%). Do thai tru qua than B duong thai tru chlnh nen can giam liAu & nhong
bgnh nhen suy than vd dirng lidu b6 sung sau thdm phan m6u.

Suy gan
Khong c6 cAc nghien cuu dugc dong chuyen biel duq.c thuc hiCn d nhong bCnh
nhan suy choc neng gan. Vi prsgaballn tlugc chuyan hoa khong dang kA va
duqc thai tru qua nuoc tiau duoi dang khong d6i, chuc neng gan suy gidm s6
khong lam lhay d6i d6ng kC ndng tto pregabalin trong huy6t tuong.
Trd em
Dugc dong hec cta pregabalin dugc danh gia d bgnh nhi bi dong kinh (nh6m
ru6i: 1 - 23 thang, 2 - 6 tu6i, 7 - 1 1 tu6i va 12 - 16 tudi) d muc [Au 2,5, 5, 10 vd
15 mg/kg/ngay trong mot nghien cou vA duqc dong hec va kha neng dung nap
thuOc.

Sau khi cho benh nhi u6ng pregabalin vao l{c d6i, th6ng thuong thoi gian dd dat
ndng dO dinh trong huy6t tuong luong tv nhau tren toan b0 nh6m tu6i vd xudt
hien sau 0,5 - 2 gid dtng thu6c.
Cec thong s6 C... va eUC cia pregabalin teng tuy6n tinh khi tdng liAu trong m6i
nhom tudi. AUC thAp hon khoang 30% d bCnh nhi < 30 kg do vigc tang teng
lugng co lh6 6au chinh d0 thanh thei khodng 43% d nhong bCnh nhan nay so
vdi nhong bCnh nhan > 30 kg.

Pregabalin c6 thdi gian b6n thai cu6i cung lrung binh khoang 3 - 4 gio d benh
nhi s 6 tu6i, va4 - 6 gid dbenh nhi > 7 tu6i.

Phen tich dugc dong theo den s6 cho they dO thanh thai creatinin la mot ddng
bien c6 i nghia cua d0 thanh thei pregabalin dudng u6ng, treng lugng co the la
mot ddng bi6n c6 I nghia cia thA tich phen b6 biau ki6n cia pregabalin, vi c6c
m6i lien hC nay tuong tu nhau d tr6 em va nguoi ldn.

Dugc dong hec cta pregabalin d bCnh nhi < 3 thang tu6i chua dugc nghiCn
cuu.

Ngtrtt cao tudt
OO thanh thai pregabalin c6 xu huOng giem khi tu6i ting. ViCc giam d0 thanh
thei pregabalin dudng u6ng nay khong phu thuoc vao viec giam d0 thanh thal
creatinin li6n quan d6n tu6i tac teng. C6 th6 cAn giam liau pregabalin o nhring
bCnh nhan c6 chuc neng thAn bi t6n thuong lien quan den tu6i.

Phu n0 Oang cho con b0
Dugc dong hgc cua pregabalin 150 mg cho m6i 12 gio (300 mg/ngay) duqc
denh gie tr6n 1O phv nO cho con bt it nhrt 12 tuAn sau khi sinh. ViCc cho con bri

it hoAc kh6ng dnh hudng tl6n dugc tl0ng crla pregabalin. Pregabalin duqc bai
ti6t vao soa me vdi ndng d0 6n dinh trung binh khoSng 760lo trong huy6t tuong
crla ngudi me. Lidu k6 so sinh uoc tinh tu soa (gia si mric tiCu lhq soa trung
binh B 150 mukg/ngay) coa phu nO ding 300 mg/ngdy ho{c.liou t6i da 600
mg/ngay se tuong ung lA 0,31 ho{c 0,62 mg/kg/ngay. Nhong li6u udc tinh nay
chi6m khoang 7% t6ng liAu hang ngay cfu ngudi mq tinh theo mg/kg.

16. Quycachd6ngg6i
Vi 7 vi6n. HOp 4 vi.

Vi 14 vien. Hop 2 vi.

Vi 14 viCn. HOp 4 vi.

17. oi}u kiQn bioquin, h?n dtng,tiOu chuAnchittuqng cOathu6c
17.1 DiCu kign bao quan

Trong bao bi kin, noi kh6. NhiCt d0 khong quA 3oC.
I 7.2 Hen ding

24 th6ng k6 tu ngay sdn xuAt.
1 7.3 Ti6u chuan chat luqng

Ti6u chuAn co sd
18. Ten, dia chl coa cc, s&sin xultthu6c

Nha san xuat:

---,-\- chi nh6nh c6ng ty TNHH LD STADA-VIFT NAM

STADA s6 40, oai l0 Tu Do, KCN vigl Nam-singapore.

Thi xe Thuan An, Tinh Binh Ouong. ViCt Nam

oT: (+84.274) 3767470-X767471 - Fax: (+84.274) 3767469
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R-enantiomer
Thei tri
Pregabalin duqc thai tru ra khdi hg tuAn hoin chi y6u nhd bai ti6t qua than
duoi dang khong d6i.
Pregabalin c6 thdi gian b6n thAi trung binh la 6,3 gid. O0 thanh thai pregabalin
qua huy6t tuong va qua than ti lC thuan vdi d0 thanh thai crealinin.
CAn ttilu chinh liau d nhong benh nhen c0 chuc n6ng than giam hoac dang
thAm phan m5u. a
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