PREMILIN 75 mg

Vién nang cimg
Thube nity chi ding theo dom thube.
Khéng dung thubc qud lidu chi djoh.
Khong ding thube qua han ding ghi trén bao bi.
Dé xa tim tay tré em.
Dock§ hwrémg dfin sir dyng truée khi ding.
Thong bio ngay cho bic s§ hodic dugce s§ nhimg tic dyng khong
mong mudn gdp phii khi sirdyng thube.
Néu can thém thong tin xin hoi ¥ kién bac s§.

THANH PHAN

Duge chit: Pregabalin 7S mg.
Ta dgt: Lactose monohydrat, tinh bjt ngd, magnesi stearat, vo
nang so 2.

MO TA SAN PHAM

Vién nang cimg, ¢d nang s6 2, thin nang miu tring, nip nang mu
d0, bén trong c6 chira bt thudc mau triing, vién nhan bong, khéng
méomo.

CHIDINH

Dong kinh: Pregabalin h tr diéu trj ddng kinh cuc by ¢6 hay khong
kém theo com toan thé thir phat & ngueri 1ém.

Réi loan 1o 4u lan tda (GAD) &nguoi 16m.

Pau do nguyénnhéin thén kinh (ngogi vi hay trung wong) & ngui 16n.
Paucodoxohda.

LIEU LUQNG VA CACHDUNG
Lidu g

+
+

+

+ +

Dong kinh
Lidu khai diu 75 mg x 2 lin/ngay.
Tuy theo syr dung npp va dp img cua timg b¢nh nhén, ¢6 thé tang liéu
1én 300 mg/ngdy sau | tuin. C6 thé tang liéu t6i da den 600 mg/ngay
sau tudn tiép theo.
Roiloanlo gulan toa
Liéu khi ddu 75 mg x 2 lan/ngay.
C6 thé tang liéu timg bude 150 mg/tudn dén (Si da 600 mg/ngay thy
theo dap img va dung nap ctia bénh nhin. S clin thiét cia diéu tri nén
duge dinh gid thuong xuyén.
Dau do nguyén nhan than kinh
Liéu khoi diu 75 mg x 2 lan/ngdy. '
Tiy theo sy dung nap va dép img cua timg bénh nhén, c6 thé ting liéu
lén 300 mg/ngdy sau 3 — 7 ngay, v néu can thiét c6 thé ting liéu t6i
da 600 mg/ngay sau 7 ngay tiép theo.
Daucadoxohoa
Liéu khai diu 75 mgx 2 lan/ngay.
Tuy theo sy dung nap va ddp img cia tim;
1én 300 mg/ngdy, chia 2 lin/ngiy sau 1 tu
’n:gngiy néu can thiét.

u liwgmg trén nhimg doi negng lim sang ddc bigt
Bgnh nhan suy thén va bénh nhan tham phan méu: Cln mé}. chinh
licu & bénh nhin suy giam chirc niing than hoic dang dugc tham tach
mau theo 4 thanh thai creatinin (C1_) dugc de nghj trong bang sau:

bénh nhiin, c6 thé ting liéu
. C6 thé tiing liéu dén 450

Cl, (mUmin) | Téng lidu pregabalin (mg/ngdy) Ché 8) didu tn
Lidu khér ddu Liéu t6i da
260 150 600 Chia 2 - 3 lin/ngdy
>30-< 60 s 300 Chia 2 - 3 lin/nghy
lan/n; chia
>15-<30 | 25-50 150 ;Im‘::;"“‘
<15 25 75 1 Jin/ngdy
Liu bé sung sau thim phin miu (mg)
25 | 100 |Libudon’

“Liéu bd try 14 liéu don bé sung,

Bénh nhéin thim phan mdu cin dugre nhin thém mt lidu b sung 25 -
100 mg pregabalin ngay sau mdi budi thim phin kéo dai 4 gio.

Bénh nhan suy gan: Khong cin chinh liéu g bénhnhdn suy gan.
Tré em: Tinh an toin va hi¢u qua ciia pregabalin Vi tré em < 12 tudi
v thanh nién (<12~ 17 tui) chua duge thiét Iip.

Ngudi cao tubi (irén 65 udi): Co thé cin giam liéu pregabalin do sy
suy gidm chirc ning thin & ngudi cao twdi.

Xem thém phin “Duge dong hoc trén nhimg dbi negmg lam sang dac

bigrt™.

Céchdung )

- Dungduéng udng, chia 2 -3 lin/ngdy, c6 thé ding ciing hodic khong
c|)xng véibirain,

- Can gidm licu pregabalin tir tir trong it nhét | tuén treée khi ngimg
thubc (xemmuyc “THAN TRONG VA CANH BAO™).

- Piéu quan trong 1 bénh nhan nén ubng thudc déu diin vao cing mt
théi diém giira céc ngdy. Néu quén ding thube, udng ngay khi nha
ra. Néu thoi diém nhé ra ghn véi thi di%m ubng lidu ‘igp theo, hity
b6 qua lidu da quén va ligr tuc udng li¢u tiép theo nhur thuomg 1.
Khéng udng lidu gp d6i dé bi cho Iigu daquén.

- Khong c6 yéu chu diic bigt vé xir 1y thude sau khi sirdung.

- Khéng nén virt bo thude vao nudc thai hay réc sinh hoat. Hoi v kién
duge s9 cich b thude khong sir dung nira. Nhimg bién phap nay s&
gilp bao vé mdi trudmg.

CHONG CHI D]NH
Qua mén cam véi pregabalin hodc bat ky thanh phén nao cia thube.

CANHBAO VA THAN TRONG KHI DUNG THUOC

- Phitmach: Pt mach c6 thé de doa dén tinh mang va suy ho hp cip
cdn duge diéu trj khin cip di dige bao cdo trong sudt qu trinh gidm
sit ¢ bénh nhin sau khic:gng lidu ddu tién va @ bénh nhin diéu tr vén
pregabalin trong thén gian dai. Bénh nhan dung thude khéc ¢6 lién
quan dén phi mach (thuée irc ché enzym chuyén angiotensin) c6 thé
ting nguy co phu mach,

- Phan timg qud man: Da c6 bio cao hiu mai vé phan img qua min
bao gdm phu mach. Ngung sir dyng pregabalin ngay ldp térc néu cd
céc tri¢u chimg phi mach (nhu stmg mat, quanh miéng, duomg hod
hép trén). . A

- Tang can: Pregabalin gdy ting trong lwgng co thé lién quan dén liéu
v thoi gian ding thube; tuy nhién, ting ciin khong lién quan dén chi
56 khi lugng co thé (BMI) trudc khi diéu tri, gin tinh hoiic i, va
ciing khong do phu. Tuy trong nghién ciru ngin han c6 kiém sodt,
tang ciin khdng két hop voi bén d6i 16m sang quan trong vé huyét
ap, nhumg tac dung liu dai vé tim mach chua dugc lam rd. Ngoai ra,
pregabalin khéng lam miét kiém sot glucose huyét. i

- Bénh nhén ddi théo dwéng: Theo thyc té 1im sang, mot sd bénh
nhin ddi thio dudng bj ting cin trong qua trinh diéu trj voi
pregabalin, c6 thé cin phai diéu chinh cic thudc ha dudmg huyét
dang sirdung.

- Suy thn: Céc trudmg hop suy thiin da dugc béo cdo khi diéu trj vi
pregabalin, trong mdt s6 truong hop, tic dung niy 6 thé hdi phuc
khi ngung sir dung thude.
Suy tim sung huyét: D3 ¢6 nhimg bdo cdo hiju mii vé tac dyng giy
suy tim sung huyét & mot s6 bénh nhéan dang diéu trj véi pregabalin,
dac biét la ngudi cao tudi c6 bénh ly tim mach dang sir dung
pregabalin dé diéu trj cac con dan do nguyén nhan than kinh. Tac
dung ndy c6 thé mét di khi ngung sir dung thube. Cén thin trong khi
sirdung pregabalin @ nhimg bénh nhén niy.

Suy nght va hanh vi tte tir: Suy nghi va hanh vi tyr tr di duge bio cdo

¢ nhig bénh nhin dugc diéu trj véi thube chéng ddng kinh & midt

6 chi dinh. Mét phén tich meta ciia céc nghién ctru ngau nhién c6

4bi chimg gia dugc véi thube chéng dong kinh ciing cho thay ting

nhe nguy co cita suy nghi va hanh vi ty tir. Co ché cia nguy co nay
chua rd va dir li¢u siin c6 khong loai trnir duge kha ning clia nguy co
ndy v6i pregabalin. Do 6, bénh nhin cén dugc gidm sat chit ché vé

céic biéu hién tram cam, khuynh huéng muén tyr oy, nhimg hanh vi

bét thuémg trong qué trinh diéu tri. B¢nh nhan va ngudi nha bénh

nhéin cn duge huéng din thong bdo véi bic sy ngay khi cac diu
hiéu trén xuéit hign.

- Cdc anh huomg dén than kinh trung mr:;g (chodng vang, buon ngii,
2

mat y thicc, i lan va roi loan tam than): Pregabalin ¢6 thé giy
chodng ving, budn ngy, lam tAng nguy co gdy ra cdc tai nan bilt ngd
(té ngd) & ngudn cao tudi. Cling 6 bio cdo hju mai vé kha nling gay
mét y thirc, 1 1dn va réi logn tam thin. Vi vy, bénh nhan cin duge
cinh béo thin trong cho dén khi quen véi nhimg tac dung khong
mong mudn c6 thé gip cua thude.

- Nhitng tdc dong trén thi gidc: Trong cac thir nghiém c6 dbi chimg,

bénh nhén diéu trj véi pregabalin 6 ty ¢ nhin m& cao hon so véi
bénh nhén dugc diéu trj bing gia duge. Trong céc nghién ciru lim
sang tién hanh kiém tra mit cho thiy ty 1¢ gidm th luc vA thay i thi
trudng 16m hon nhiéu & nhom bénh nhin dicu trj bing pregabalin so
v6i gid dugc; ty 1¢ thay ddi kinh soi day mit cao hon & nhom ding
placebo. DA 6 bio cao hju mii vé cic tic dung khong mong mutn
vé thi gidc (mit thi gidc, nhin md, cdc thay doi khic vé 45 nhay cua

miit), nhiéu tri¢u chimg chi biéu hi¢n thodng qua va duge cii thign
khi ngung sirdyng pregabalin.

Ngimg phéi hgp voi cac thuoc chéngcdéng kinh khac: Khéng co du
dir ligu vé vigc ngung sir dung thudc chong dong kinh khéc trong
phéc d phéi hgp vai pregabalin dé chuyén sang pregabalin don trj
li¢u khi da kiém soat duoc con dong kinh.

Hgi chimg cai thuée: Saukhi ngung diéu tri véi pregabalin, céc tri¢u
chimg khi ngumg thudc ¢6 thé glip nhw mét nfﬁ, dau dau, budn nén,
lo du, tiéu chay, h¢i chirng cum, ciing thang thin kinh, trim cam, dau,
co i, tiét nhicu md hoi, chodng vang (ddu hi¢u goi ¥ cia phy thuge
thudc). Cin thong bio cho bénh nhan vé vin dé trén ngay khi khan
diu tn li¢u. Cdc con dong kinh, bao gom trang thai dgng kinh va con
co gidt thé Iém, cling co thé xdy ra trong va ngay sau khi ngung sir
dung pregabalin. Ngung st dung pregabalin khi dicu trj trong thei
gian dai, cac dit li¢u cho thiy ty I¢ va mirc 4§ nghiém trong cua oy
chimg cai thubc cé thé lién quan dén lieu su dung. Giam licu
pregabalin tir tir trong vong | tudn. ) )
Khi diéu tri con dau than kinh trung womg do ton thiong tiy song
Ty 1§ céc tic dyng khéng mong muon néi chung, trén hg thin kinh
trung wong va dic biét tinh trang budn ngu gia ting cd th 1a do tic
dung thém vao cia cdc thube sit dung dong thi cn thiét cho tinh
trang bénh (nhu thubc chéng co cimg). Cén cdn nhic khi sir dung
pregabalin.

Giam chiec nang dieomg tiéu hoa duwedi: B c6 nhimg béo cdo hju mii
vé vige giam chirc ning dudmg tiéu hoa dudi (tic nghen duong rudt,
liét rudt, tdo bon) khi sir dung pregabalin phdi hgp voi céc thube co
kha nang gdy tdo bon (nhu thude giam dau opioid). Khi phoi hop cic
thudc trén, c6 thé cAn xem xét cic bién phip ngan ngira tho bén, diic
biét & ngudi cao tudi vi nix gidi

Lam dung vé phy thugc thuéc: Cée trudomg hop lam dung va phu thuge
da duge bdo cdo. Cin thin trong vai cac bnh nhin ¢4 tien sir lam
dung thuéc va theo ddi céc tri¢u chimg lam dyng hodic phy thuge thuoe
(nhw nhom thube, xu huéng ting liéu hay hanh vi tim kiém thude).
Bénh ndo: Cic truémg hop bénh ndo da duge bao cdo, chu yeu o
nhimg bénh nhan c6 nguy co tiém an b¢nh ndo.

Ta dege: Ché phim Premilin 75 mg c6 chira ta dugc lactose. Bénh
nhan mic cic rdi logn di truyén hiém gip vé khong dung nap
galactose, thiéu hut Lapp lactase hay réi loan hip thu glucose -
galactose khdng nén sur dung thudc nay.

SUDUNG THUOC CHO PHY NU'CO THAI VA CHO CONBU
Phy nix c6 thai

Chura cé chc dit ligu diy du vé viée sir dung pregabalin trén phy nir
mang thai. Nguy co ti{m an trén ngudi chua duge biét. Do viy,
khong nén sir dung pregabalin khi dang mang thai trir khi thjt sy cin
thiét (khi lgi ich mang lai cho ngudi me vugt trdi hon nguy co tiém
an d6i voi thai nhi). Sir dung bi¢n phap tranh thai c6 hi¢u qua cho
bénh nhén nir ¢6 kha nang thy thai trong thori gian ding thube.

Phy nircho conbi

Pregabalin dugc bai tiét vao sira me. Tac dung ciia pregabalin doi vai
tré so sinh/ tré nhé chua duge biét, Cin xem xét 1gi ich cuia vige cho
con bit d6i véi tré va lgi ich cua viée diéu tr ddi véi ngudi me dé
quyétdinh ngung cho con bu hay ngung sir dung thuéc.

ANH HUONG CUA THUOC POI VOI1 CONG VIEC

T
T

Pregabalin c6 thé gay chodng vang va budn ngi; anh hudmg nhe hodc
trung binh dén kha nang lai xe, viin hanh méy méc. Bénh nhén khong
nén lii xe, viin hinh may méc hodc tham gia vao céc hoat dgog khic
c6 thé giy nguy hiém cho dén khi x4c dinh anh huémg cia thudc dén
cac hoatdjng nay.

UONG TAC, TUONG KY CUATHUOC

womg tiic cua thudc
Do pregabalin dugc thai tnir chu yéq qua nuée tiéu ¢ dang chua
chuyén hoa, mét lugng khdng dang ké duge chuyén héa (< 2% ciia
liéu ding duoc tim thdy trong nuéc tiéu & dang chuyén héa), khong
irc ché chuyén héa thudc in vitro va khong lién két véi protein huyet
tuong nén khong c6 twong tac duge dong.
Nghién ciru in vivo va phan tich dwgc dong hoc: Trong cic nghién
ciru in vivo khong c6 tuong tac duge ddng hoc nao trén 1am sing gira
pregabalin va phenytoin, carb pin, acid valproic, lamotrigin,
gabapentin, lorazepam, oxycodon hogc ethanol, Céc phan tich dugc
dong hoc ciing cho thiy cc thude trj dii théo dudng (glyburid,
insulin, metformin), thuéc lgi tiéu (furosemid), phenobarbml.
tiagabin va topiramat ciing khdng c6 anh huémg déng ké vé miit lim
sang dén d¢ thanh thai prebagalin.
Thuéc trénh thai dwomg uong, norethisteron va/hodc ethiny!




oestradiol: Sit dyng ddng thdi pregabalin véi cac thude trinh thay
Qudmg udng norethisteron vi/ hodc ethiny! estradiol khang dnh
hudng dén trang thili e dong dn dinh cda ci hai chit.

~ Thudc anh hwdng h¢ thin kink trung womg: Pregabalin 06 thé lAm
ting tae dyng cua cthanol va lorazepam, Trong cdc thir nghiém lim
sing 6 ddi chimg, udng nhidu lidu pregabalin phdi hop véri
oxycodon, lorazepam hoje ethanol khang gdy ra nhimg dnh huong
quan trong v& mat 1m sdng trén h§ ho hap. Céc dit ligu hiu mai cho
thdy suy hd hip va hon mé & bénh nhn ding phéi hop pregabalin
VGi cde thude e ché he thin kinh trung womg. Pregabalin lim ting
Khd ning suy gidm nhin thire va chire ndng viin ddng cda oxycodon.

= Khng c6 nghién ciru vé twong téc duge ddng hoc ridng bigt due
thyc hign trén ngud tinh nguyén cao tadi. Cde nghidn ciru v& trong
e thude chi thyre hign & ngudi lém,

Tuomg ky cila thu
Khéng dp dung.

TAC DUNG KHONG MONG MUON

Téc dung khong mong mudn thutmg gip nhdt 1A chodng ving va

budn ngu (mire 49 nhe dén trung binh). Trong cde nghién e c6 ddi

chimg, ty 1§ ngung dicu trj do téc dung khdng mong mudn 14 12% &

nhom ding pregabalin va $% d nhdm ding gia duyre.

Nhing tic dyng khdng mong mudn duge phian nhém theo tin sudt:

rit thurdng gdp (ADR > 1/10), thudmg gdp (1/100 SADR < 1/10), it

glp (171,000 < ADR < 1/100), hidm gdp (1/10.000 < ADR <

1/1.000), rit hiém gdp (ADR < 1/10.000) v khéng rd tin sudt (tin

sudit khdng wde tinh duge tr dit ligu 06 sdn).

Nhiém khuain v nkiém k' sink tring: Viém mi - hong (thudmg gap).

M va h¢ bach huyét: Giam bach cdu trung tinh (it gip).

(l'{‘fémie‘mﬁchswmindm(ilgip). Phi mach, phin img dj img

m 2Ap).

= Chuyén hda v dinh dmg: Tang cim gidc ngon mi¢ng (thudmg
£4p). Bidng An, ha ddmg huyét (it gap).
Tdm than: Hung pbdn, 10 ln, kho chiu, mét phuong hudng, mét
ngy, gidm ham mudn tinh duc (thudmg gip). Ao gide, hodng sq, bdn
chdn, kich dong, trdm cam, chan ndn, hung cam, thich gdy hin, thay
3 tim trang, gidi thé nhin cich, rdi logn ngdn ngit, ting ham mudn
tinh dyc, khang ¢6 khd ning dat cyre khodi, lanh dam (it gdp). Mét
phipxgcédiéukien(hi&nﬁm.
Than kinh: Chodng ving, ngy, dau diu (rit thuomg gdp). Mét
dicu hda, mét phi hop ddng tic, tun, rdi logn viin ngén do tén
thuomg thin kinh, mit’ suy gidm tri nhd, rdi logn chity, dj cim, gidm
cdm gide, rdi loan tidn dinb, thér o (thudmg gip). Ngdt, simg s, dong
kinh mua gidt, mit y thire, kich ddng, rdi loan vin ddng, chodng
ving khi thay d3i tur thé, run khi viin dong chily, rung gidt nhan cdu,
rdi logn nhiin thirc, suy gidm tinh thin, gidm phin xq, ting cim gide,
cdm gifc nong rit, mat vj gide, suy nhuge (it gip). Con co gidt, rdi
loan khiru gidc, viin ddng co thé giam, chimg khé doc (hiém gap).

- Mar: M& mat, song thj (thuomg gip). Giam thj lye ngogi bidn, loan
thj, sumg milt, thu hep thi trudmg, gidm d6 nét thi lue, dau mat, suy
nhuge thi e, nheo mit, khd mat, ting chay nude mdt, kich img mat
(it gdp). Mt th lye, viém gidc mac, nhin dao ddng, thay déi cim
nhin khdng gian 3 chidu, gidn ddng tr, lac mat, 16a mit (hidm gdp).
Tai wi mé dao: Chong mit (thudmg gdp). Nhay cim vén dm thanh (it

gip).

Tim: Tim ddp nhanh, block nhi thit ¢dp 49 1, nhip xosng chim, suy
tim sung buyét (it g3p). Kéo dii khoang QT, nhip nhanh xoang, loan
nhipxoang (hiém s‘%

Machmau: Tang huyét dp, gidm huyét dp, ndng bimg, d6 bimg, lanh
(itgdp) :

- H6 hdp: Khd tha, chiy miu cam, ho, sung huyét mii, viém mdi,
ngdy, khd mdi (m)‘ Phu phdi, cam gide nglan & hong (hiém gap).
Tiéu hoa: Non, ndn, 140 bdn, tiéu chay, yhoi.chmb\ms;
khé mi¢ng (thimg glip). Trio ngugc da diy thyue quan, tng ti
nude bot, gidm cim gide & migng (it gdp). C4 trudmg, vidm tyy, simg
Jud, nudt kho (hidm gap).

Gan ~mdt: Tang enzym gan (it gdp). Vang da (hiém gip). Suy gan,
viém gan (rdt hi )

Da wi md dhedi da: NSt ban sdn, miy day, ting tiét m hi, ngira (it
gip). Hoi chimg Stevens-Johnson, tadt mé hdi lanh (hidm gp).
Corxwomg vi mé lién két: Chudt rit, dau khp, dau lumg, dau chi, co
thit 5cd (thudmg gdp). Sung khép, dau co, gift ca, dau cd, cimg co
(itglp). Tiduco xuv“nﬁl\iém &ip). !

Thin v fiét nidu: Tidu khdng tu chil, tidu kho (it gip). Suy thin,
thidu nidu, bi tiu (hiém gap).

- H§ sinh san v vi: RSi loan cuong duomg (thudmg gip). Suy gism

‘

chire ndng tinh dye, xult tinh chim, thdng Kinh, dau v (it gap). Vo
Kink, tiétdich & v, Vi 1o & nam gidi (hiém gap).

- Tdc dung khong mong mdn khde: PRY ngoqi bién, ph\l&l:‘( thadmg

trong ddng di, 1¢ ngd, cdm gidc say negu, cdm thiy bit dn, mdt moi
(thadmg gdp). Phi lan tda, phi mit, dau thit ngyre, daw, sdt, cam gide
khat, ém lanh, suy nhuge (it gdp).

< Xét nghi¢m: Tang cin (thwdmg piip). Tang creatinin phosphokinase

miu, ting dwdmg huyet, gidm tidw cdu, ting creatinin huydt, gidm
Kali huyet, giam cn (it gdp). Gism bach cdu (hidm gap).

QUALIRUVA CACH XU TRI
Trigu chimg

Kinh nghi¢m qu lidu pregabalin cdn han ché. Dang lidu cao nhit
d\r\\:bnfocto?ismmg.kh(\nglhiy Muqnld‘ns&w)om&nlim
sing. DX ligu hju mii cho thiy cde tae dung khdng mong mudn
thuomg gip nhit khi ding qua lidu pregabalin bao gdm budn ngy, 1a
\in, Kich dong, bdn chdn. Ddng kinh cling dA duoe bdo cdo. Trang
mitsd trudmg hop hiém cling xdy ra hdn mé.

g vl thude gidi dde dite higu, Néu cd chi dinh, giy ndn hode nra
Kl o6 thude giat i higu, inh, giy n
d@h(ol:)s\ duy tri d\f\:\s tho néu ein. Pidu tr tigu chimg hd trg, Thim
phin méu néu c6 chi dinh (logi bo pregabalin khodng $0% trong 4
gi0).

DUQCLYCRQC

Phin lou\dm 1y: Thude chéng ddng kinh.

MAATC: NO3AXI6.

Coché ticdyng

Tinh tuyén tinh: Duge ddng hoe cda pregabalin tuydn tinh tong
Khoing lidu Khuydn cdo. Sy Rhae bigt dirre ddng hoe gitra e od 1f
thip (< 20%). Durge ddng hoe khi ding da lidu o thd die dodn duge
e ligu dom lidw, Vi vy, khdng cdn theo doi thrdmg xuyén ndng do
trong huy¢t trong cia pregabalin

Duyre dpng hoe trén nhitng dbi arpng 1dm sang die bige

Chung e Duoe ddng hoe cua pregabalin thay ddi Khong dang ké
theo chung tde.

Gidt tinh: Cde thi nghi¢m m sing cho thily dugo ddng hoe eia

pregabalin khdng cd Khie bidt dang k¢ theo gidi tinh,

Ngwdi cao tedi (> 65 tudi): DY thanh thAi progabalin ¢d Khuynh
hadmg gidm Khi 33 tadt tng, pha hop voi vide gidm dQ thanh thai
creatinin theo dd tudi. CAn gidm lidu & ngui cao tudi e ohire nang
thin suy giam,
Tré em: Duge ddng hoo eva progabalin duoe ddnh gid & nhimg bénh
nhi bj ddng kinh (chis thanh cde nhom wdi: 123 thing, 2 - 6 tdi, 7
1 diva 12 - 16 di) o cde lidu 2,5, 55 10V 1S mg/Rg/ngdy trong
mdt nghién ciru vé dwge A0ng hoe va sy dung nap. Sau khi 116?
pregabalin hie doi, thori gian dat I\(\l\ﬁ A dinh & e cd ede nhdm i
tromg te nhau Vi trong khodng t 0,5 ~ 2 gidr sau khi udng. Gid trj
Cmax v AUC ting tuyén tinh voi ndng dd trong mdi nhdm i
AUC trong nhém bénh nhi ¢6 odn ndag < 30 kg thilp hon kKhoang
30% vi trong hrgmg cor thé ing lam thay d8i dd thanh thii dén 43 %
Kkhi so véi nhimg bénh nhan 06 cdn niing = 30 Kg. Thir gian bin thii
<t pregabalin trung binh tr 3 - 4 gidr & nhimyg bénh nhi < 6 di, vi 4
=6 gitr & nhimg bénh nhi > 7 wdi. Cae phin tich duge ddng hoo cho
thiy @0 thanh thai creatinin 1 ddng bidn cna d0 thanh (hai
pregabalin, trong hrong co thé 1d ddng bidn et thé tich phin bd, va

~ Pregabalin 13 mét thude chdng co gift va gidm dau. Pregabalin cd
cdu tnic nromg tw chdt ire ché thin kinh trung womg GABA, nhamg
Khdng gin tryre tiép van cde thu thé GABA,, GABA,, hay thy Ihf !\:;\n
benzodiazepin, khdng lam ting ddp img cda GABA, trén cdc té blo
than kinh nudi ey, cng khang lim thay d8i ndng 46 GARA trén ndo
chudt, khdng dnh huromg dén thu hdi cing nhur thodi gidng GABA.
Trén cdc 1¢ bdo thin kinh nudi cdy, sir dyng 1w dii progabalin s2 lam
ting mit dd cde protein vin chuyén va ting tée dd vin chuyén
GABA. Pregabalin gan véi cdo md thin Kinh trung wemg véi 4 |
€20 1 Vi tri e~ (mdt tiéu dom vi cua kénh calei phu thude dién the).
Mic d co ché chinh xdc cia pregabalin chua duge bidt ddy &
nhimg vige gn véi tidu dom vi @, ¢d thé lién quan dén tic dung
gidm dau v chéng co git cda pregabalin.

-~ Inviro, pregabalin lAm gidm sy gidi phong cac chit din truyén thin
Kinh phy thude calei nhwr glutamat, norepinephrin, peptid lign quan
dén gen didu hda calcitonin, va chit P, cd thé thong qua didu hda chire
nng cua kénh calci.

- Pregabalin khdng chen kénh natri, khang ¢6 tde dung v thy thé
opiat va khdng lam thay ddi hogt tinh clia enzym cyclooxygenase

- Pregabalin khong téc dung vén thy thé serotonin va dopamin, khdng
e ché syrtdi tao dopamin, hode drenali

DUQCPONG HQC

- Hip thu: Pregabalin duge hip thu nhanh khi udng e déi, ndng o
dinh trong huyét rromg dat oo trong vong 1 gidr sau khi udng don
lidu va da lidu. Sinh kha dyung dudmg udng ciia pregabalin trén 90%
v khdng phy thuge lidu. Sau khi dang lidu 13p lai, ndng dd 6n dinh

dat duge trong vong 24 - 48 gidr. Thire an lAm gidm e 43 hip thu
pregabalin, din dén giam ndng 44 dinh khodng 25 - 30% va thiv gian
dat ndng 4 dinh kéo dai hom, khodng 2,5 gid. Thire an khdng dnh

turdmg dén mire 9 hip thu cla pregabalin, tuy nhién didu ndy khong
0y nghia vé lim sing,

- Phiin bd: Trong cdc nghién cin tidn lim sAng, pregabalin dd duge

chimg minh qua hing o mdu ndo & chudt va khi, Pregabalin cling
qua duge nhau thai ¢ chudt va o6 trong sita cla chudt me. O ngu,
thé tich phan bd cua pregabalin sau khi udng khoing 0,56 kg,
Pregabalin khdng gdn két vi protein huyét wong.
Chuyén héa: Pregabalin chuyén hda Khang ddng ké & ngudi. Sau
Kbi ubng 1 lidu pregabalin dugo ddnh ddu phong x, khodng 98%
lugng phong xa duge tim thiy trong nudre tidu & dang khang ddi. DAn
cht N-methy! héa cia pregabalin 1 chit chuyén hoa chinh duge tim
thdly trong nude tidu, khodng 0,9%. Trong cde nghién ciru tidn 1m
sing, khong thily ¢6 sy chuyén ddi quang hoe tr dang ddng phin S
sangddng phin R.

- Thal tri: Pregabalin dupe ddo thii chd yéu qua thin duii dan,
khong ddi. Thén gian bén thii mang binh 6,3 gid. D thanh thai huyét
tuong va d9 thanh thai ca thin ti 1§ thudn véi dd thanh thai creatinin,
Cdin thiét didu chinh lidu & bénh nhn suy gidm chire ning thin hay
bénhnhin dang thim phén mau.

s\rtwong quan ndy gidng nhaw & tré em v ngudt [om. Duge ddng hoo
cla pregabalin & nhimg bénh nhi < 3 thang twdi chirm duge nghidn
o,

Swy thein W2 thiim phen men: DY thanh thai pregabalin i 1§ thudn véi
& thanh thai intn, Ngodi ra, pregabalin trang huyét teomg cding
l:km“ tnr b qud trinh thim ‘!-Mn mau (sau 4 gidr thm phan mau,
nong dd pregabalin trong huyét gidm Khodng 50%), Vi thude
thai tnr chu yéu qua thin, edn giam lii\l & bdnh nhdn suy thin v bd
sung lidu sau khi thitm phin miu.

Sy gan: Khdng o6 thir nghi¢m duere ddng hoe chuyén bidt ndo &
nhimg bnh nhin suy gan. Pregabalin phin 1om Khang bj chuyén hoa
Vil thi tnY chi yéu qua nude tidu dudn dang kKhng d%l. nén suy gan
Khang lam thay ddi ddng ké ndng dd pregabalin trong buyét trong
Phy nit cho con bil; Dinh gid dwee ddng trén 12 phu nir cho con by
(dA sinh duge {t nhit 12 tudn) udng pregabalin lidu 150 mg mdi 12
10 (300 mg/ngdy). S tidt sira khong anh hudmg dén duge dong hoe
cla pregabalin. Progabatin duge bai Gét vio sira me vt ndng o X:\
dinh khodng 76%. Lugmg pregabalin tré so sinh nhin duge 0 sit
(luomg stra trung binh tré su dw\g.lk 150 mikg/ngay) eva me sirdung
pregabalin 300 mg/ngdy hay li 181 da 600 mgmngly trong img 1A
0,31 hay 0,62 mg/Kg/ngdy, Khodng 736 tdng liduma me sirdung hing
ngdy, tinh trén mg/kg.

QUY CACH DONG GOU

HOp 03 vi ¥ 10 vién nang cimg. Vidbdm Al PVC trong,
HOp 10vix 10 vidnnang cimg, Vibdm Al - PVC trong,

BAOQUAN
Noi khd, dudi 30°C. Tranh dnh sing,
HANDUNG
36 thang (k& trngdy sin xudt).
TIRU CHUAN CHATLUQUNG
Tiéu chudn corso.
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