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HUONG DAN SU DUNG THUOC

Rx ®
GAPENAGI 75

Thude nay chi dung theo don thudc
Doc ky hwéng din siv dung trwde khi ding
Dé xa thm tay tré em
Thanh phén céng thire cho 1 vién:
Thanh phén hoat chét:
Mbi vién GAPENAGI 75 chita 75 mg Pregabalin,
Thanh phén ta dugc:
Lactose monohydrat, Tinh bt ngé, Povidon K30, Natri starch glycolat, Colloidal silicon dioxid,
Magnesi stearat.
Dang bio ché: Vién nang ctmg s6 1, nép mau ndu do than mau tring, bén tron g chira bt thude mau tring.
Chi dinh:
Piéu trj dau thin kinh & nguoi 16n.
Diéu trj hd trg dong kinh cuc bd, ¢6 hodc khong kém theo dong kinh toan bg thir phat & ngudi lén,
Didu tri rdi loan lo du lan téa (Generalized Anxiety Disorder - GAD) & ngudi 16n.
Cich dung, lidu dung:
Cich dung:
Pregabalin duge ding bang dudng udng, ubng cling hoic khéng cting véi thire dn.
Litu ding:
Khoang liéu dang tr 150 mg dén 600 mg médi ngay dugce chia thanh hai hoic ba lan.
Dau thén kinh:
Liéu khoi diu Ia 150 mg méi ngay, chia thanh hai hogic ba lan. Tiy theo dap ung va kha ning dung
nap cua timg bénh nhan, c6 thé ting liéu 1&n 300 mg/ngay sau khodng thoi gian 3 - 7 ngay, néu cin
¢6 thé ting dén liéu téi da 600 mg/ngay sau khoang 7 ngay diéu tri thém.
BDong kinh.:
Liéu khéi dau 1a 150 mg mdi ngay, chia thanh hai hogic ba lan. Tuy theo dap Umg va kha nang dung
nap cua timg bénh nhan, co thé tang lidu 1én 300 mg/ngay sau 1 tudn didu tri. Cé thé ting dén lidu
toi da 600 mg/ngay sau | tuan diéu tri thém.
Roi logn lo du lan téa:
Khoang li¢u dung tir 150 mg — 600 mg mdi ngdy duoc chia thanh hai hogc ba lan, Cén thuong
xuyén déanh gié lai nhu cdu diéu tri.
Liéu khoi ddu 13 150 mg/ngay. Tay theo dép {mg va kha niing dung nap cua ting bénh nhan, c6 thé
tang lieu 1én 300 mg/ngdy sau | tuan diéu tri. Tiép tuc diéu tri 1 tuan véi lieu ding tang lén 450
mg/ngay. C6 thé tang den licu 16i da 600 mg/ngdy sau | tuan diéu tri thém.
Ngung sir dung pregabalin:
Néu phai ngung sir dung pregabalin, cAn gidm lidu tir tix trong thoi gian t6i thiéu la 1 tuin tiy vao
chi dinh.
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Cde doi twong ddc biét:
Bénh nhan suy than:
Pregabalin dugc thai trir khoi hé tun hoan chi yéu do bai tiét qua thén dudi dang khong doi. Vi do
thanh thai prcgaballn ti 1¢ thudn v6i dd thanh thai creatinin (Xem phan Dic tinh duge dong hoc),
giam lidu trén cac bénh nhén ton thwong chire ning thin phai dya vao dd thanh thai creatinin (Cl.,)
clia timg bénh nhén, duge trinh bay trong bang 1, sir dung cong thirc dudi day:
1,23x{140 — tudi (ndm)} x cin ndng (kg)
Creatinin huyé’t thanh (umol/l)
Pregabalin dugc loai bo hleu qua khoi huyet twong bing thim tach mau (50% trong 4 gid). Vi cac
bénh nhén dang phai thim tich mau, liéu hang ngay clia pregabalin can duge diéu chinh tuy theo
chirc nang than. Bén canh liéu diing hang ngay, can ding mot liéu bd sung ngay sau moi 4 gier thim
tach mau (xem bang 1):
Bang 1. Diéu chinh li¢u pregabalin theo chirc niing thin:

CLcr (mL/phtt) = (x 0,85 v&i bénh nhan nir)

D§ thanh :::lll;l:::::;“m (CLe) | 7éng lidu pregabalin hang ngay (mg/ngdy)*| Ché dj lidu
Liéu khéi diu Lié¢u toi da
> 60 150 600 BID hodc TID
>30-<60 75 300 BID hoic TID
>15-<30 25-50 150 QD hoic BID
<15 25 75 QD
Iiéu bd sung ngay sau thim tach mau (mg)
25 ,_ 100 QD"

TID = Chia thanh 3 lan/ngdy.
BID = Chia thanh 2 lan/ngay.

QD = Liéu c'l‘(mfngay
* Tong liéu hang ngay (mg/ngay) cén chia theo ché do liéu nai trén dé cung cép mg/liéu.

% | idu bd sung 1a liéu don.
Bénh nhan suy gan:
Khong can chinh lidu trén bénh nhan suy gan (Xem phan Pic tinh duoc dong hoc).
Tre em:
Tinh an :[ofm va hiéu qua cua pregabalin cho tré em dudi 12 tudi va thiéu nién (12 — 17 tufii) chua
duoc thict lap.
Khong khuyén céo st dung thude cho tré em.
Ngueoi cao mdf
T\Igl,rcu cao tudi co thé can giam licu pregabalm do chitc nang thin suy giam.
Mot s lvu ¥ dac biét vé xir ly thude trwde va sau khi sir dung thube:
L Khéng c6 yéu cau dic biét vé xir ly thudc sau khi sir dung.
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Fhéng chi dinh:
Man cam véi thube vi/hoidc bit ctr thanh phin nao clia thuéc..
Canh bio va thin trong khi ding thube:
Bénh nhan ddi thao dwong:
Mot s0 bgnh nhan déi théo duong c6 ting can khi didu trj bing pregabalin
cée thuoe ha dudng huyét.
Phan img qué man:
i c6 nhimg bio cdo vé phan (ing qué min, bao gdm ca phl mach, cén n

Chéng mét, buon ngi, mdt Y thiee, li lan va sa sit tinh than:

Diéu tri bang pregabalin thuong xay ra chéng mit va budn ngu, lam tang n
gdy chén thuong (ng#) & nguodi cao tudi. Di c6 cic bio cho va mat y thire,
Do vay, bénh nhan phai duge chi din thén trong cho dén khi quen véi cac t
thudec.

Anh hudng dén thi gide:

cao hon trong nhém ding gia duoc. Irong céc nghién clru 1am sang tai noi
vé nhéin khoa, ty I¢ bénh nhan didu trj bang pregabalin bi giam thi luc v th
s0 v6i nhém dung gia duoe.

Di c6 bio cao vé nhimg tic dung khong mong mudn ctia thude trén thi gi

-
5

cai thign va giai quyét céc triéu chimg vé thj gidc.

Suy thdn:

bi c6 nhiing béo cdo vé cdc trudmg hop suy thin va trong mot s trudmg
ngung sur dung pregabalin.

Ngung sir dung dong thoi véi ede thude chong dgng kinh:

Chua c6 cde dir ligu dy di vé viée ngung két hop v6i cée thube chéng don

liéu pregabalin.
Tri¢u chitng ngumg thuoc:

chy, hoi chimg ctim, cang thing, tram cam, dau, co giat, ting tiét md h
Suy tim sung huyét:

nhitng bénh nhan cao tudi cé nhiing ton thuong trén tim mach trong
pregabalin cho nhiing chi dinh vé bénh thin kinh. Nén thén trong khi sir
bénh nhan ndy. Ngimg diéu tri bing pregabalin ¢6 thé giam tinh trang nay.
Diéu tri dau than kinh trung wong do on thirong fiy song:

Khi diéu trj dau than kinh trung wong do (6n thuong tiy séng, ti I8 tac

can diéu chinh vige diing

gung sir dungrprcgabalin

ngay néu cé triéu chimg phu mach, nhu phi mit, phit quanh miéng, hozic phu dudng ho hap trén.

guy co Xay ra cdc tai nan
[4 lan va sa sat tinh thén,
ac dung c6 thé xay ra ciia

Trong cac nghién ctu ¢6 kiém soat, nhimg bénh nhan diéu trj béng pregabalin cé ty 18 bi mo mit

thue hi¢n céc thir nghiém
ay doi thi trudng cao hon

dc bao gom mit thi giac,

m¢ méat hodic nhimg thay déi khac vé thi luc, da s6 1a thoang qua. Ngung sir dung pregabalin ¢ thé

hop da hdi phuc sau khi

g kinh khac, do d6 khi d3

kiém soat duge con dong kinh bing pregabalin trong diéu trj két hop. can xem xét dé tién t6i don tri

Trong L:Iiéu tri ngdn han va daj han véi pregabalin, sau khi ngung thubc, da quan sit thay hoi chirng
cai thuoc trén mot s6 bénh nhén, bao gom cac triéu chitng: Mat ngt, dau dau, budn ndn, lo lang, tiéu

0i va chong mat. Do do,

bénh nhén can duge thong béo cac tic dung khong mong muon nay truéde khi bit dau didu tri.

Da c6 mot s bao cdo vé suy tim sung huyét & mét vai benh nhén dung pregabalin. Chu yéu Xay ra &

qué trinh diéy tri béng
dung pregabalin & nhiing

dung khong mong muén

chung va téc dung khong mong muén trén thin kinh trung wong ddc biét 14 buon ngi gia tang. Piéu
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nay c6 thé do higu (mg cong ddn khi st dung nhiéu loai thudc (nhu thude chong co cang). Can xem
x6ét than trong khi chi dinh pregabalin trong truong hop nay.
Y nght va hamh vi tir tie:
Y nghi va hanh vi ty tir d& ghi nhan mot vai trudng hop khi bénh nhan duoc diéu tri bang thude
chéng déng kinh trong mét s6 chi dinh. Trong mét phéan tich téng hop lgét qua cic nghién ctu ngiu
nhién ¢6 dbi chimg gia duge cla céc loai thude chong dong kinh cho thay cb su gia tang khong nho
nguy co clia y nght va hanh vi ty tir. Co ché ctia nguy co ndy chua dugc biét rd va theo cac dir lidu
hién ¢6 khong loai trir kha nang gia ting nguy co ndy do pregabalin. Vi vy benh nhan can dugc
theo dai céc dau hi¢u cia y nght va hanh vi tu tir va cén nhac céc bién phap diéu tri thich hop. Bénh
nhén (va ngudi cham séc bénh nhén) nén duge tu van khi gap phai cdc ddu hiéu ctia y nghi va hanh
vi tu tl.
Gidam chikc nang dudng tiéu héa dudi:
Tic rudt, liét rudt, tao bon co thé xay ra khi sir dung pregabalin dén.g thoi voi cae thude ¢6 kha ning
gdy 140 bon nhu thude giam dau opioid. Khi st dung pregabalin dong thoi véi opioid, cin xem xét
dén céc bién phap ngén ngira tao bon (ddc bict & bénh nhan ni va ngudi cao tudi).
Str dung khong diing, tiém nang lam dung hodc phu thuge thuée:
Cin than trong & nhimg bénh nhan c6 tién sir lam dung thude va bénh nhan nén duge theo ddi cac
tricu chimg cla lam dung pregabalin (nhw nhon thube, xu hudng tang lidu hay hanh vi tim kiém
thudc).
Bénh ndo.
Cac trudng hop bénh ndo da duge béo cdo, chi yéu & nhiing bénh nhan méc cac bénh tiém an ¢6 thé
gdy ra bénh ndo.
(‘anh bdo td dwge:
Thanh phan té duge clia thuée nay c6 lactose: B¢nh nhén c6 vén @& di truyén hiém gip vé khéng
dung nap galactose, thiéu enzym Lapp lactase hodc kém hap thu gluco-galctose khong nén dung
thudc nay.

Sir dung thube cho phu nit ¢é thai va cho con bi:
Thoi ky co thai:
Nghién ctu trén dong vat (chudt cong, thd) mang thai cho dung pregabalin véi lidu tao n@)ng doé
pregabalin huyét twong (AUC) gap 5 hogc trén 5 lan nong do thube & ngudi ding lidu tdi da khuyén
cdo 600 mg/ngdy, thiy tang ty 1 di dang & thai va cic biéu hién nhidm ddc vé phat trién thai, gdm co:
Tir vong, chdm phat trién, ton thuong chirc ning hé thin kinh va sinh sén & thai.
Chura c6 nghién ciru ddy dn va kiém tra tdt & phu nit mang thai. Chi dung khi tiém ning lgi ich cho
me 160 hon tiém ning nguy co cho thai.
Phy nir ¢6 kha ning mang thai hodc dang sir dung céc bién phép tranh thai nén tham khao y kién béc
s§ can than trude khi dieu tri voi thude nay.
Khéng c6 thang tin vé doc tinh trén thai nhi.
Thoi kp cho con bii:
Chua rd thube c6 qua dugc stra me hay khéng. Nén than trong khi dung cho phy nir cho con bd. Cac
nghién cau trén chudt cong cho thay pregabalin qua dugc sira,

Anh hwréng cia thude 1én khi ning lai xe, vin hanh mdy méc:
Chua co bé’mg chimg vé anh hudng cua thude 1én kha ning lai xe, vén hanh may moc. Tuy nhién
than trong d6i v6i ngudi dang l4i xe va van hanh may moc do thude ¢6 thé gay budn ngu, chéng
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[ mat, ¢6 thé lam gidm ca thé chat va tinh thin.
Twong tic, twong ky cia thube:
Twong tic ciia thude voi cde thude khic va cic loai twong tic khic:
Do pregabalin dugc thai trir chit yéu qua nude tiéu & dang chua chuyén héa, lrong thude chuyén héa
khéng deing ké (<2% cha ]itéu diing duoc tim thdy trong nude tidu & dang di chuyén héa), khéng
gly uc che chuyén héa thube in vitro, va khong gan véi protein huyét tuong nén pregabalin gdy
tuong tée, hodc chiu céc tuong téc duge dong hoc.
Nghién cieu in vivo va phén tich dieoc dong hoc trén cdc nhom do; fuong:
Trong céc nghién ciu in vivo, khéng quan sat thiy tuong tac duoce dong hoc lam sang gilra
pregabalin véi  phenytoin, carbamazepin, acid valproic, lamotrigin, gabapentin, lorazepam,
oxycodon hogc ethanol. Phan tich dugc dong hoc trén (mg nhdm ddi tuong di chi ra ring cac thude
diéu trj dai thao duong ding duong udng, cdc lhuéc_lqi tiu, insulin, phenobarbital, tiagabin vi
topiramat, khong c6 anh huéng lam sang dang ke nao dén téc do thanh thai pregabalin.
Thudc trénh thai duong uong, norethisteron va‘hodic ethinyl estradiol
Dung déng thei pregabalin v6i cdc thube tranh thai dudng udng norethisteron va’hoic ethinyl
estradiol khong anh hudéng dén su 6n djnh vé duge dong hoc clia ca hai thube.
Anh hudng lén hé than kink frung wong:
Pregabalin c6 thé anh hudng t6i tic dung cua ethanol va lorazepam. Trong céc thir nghiém lam sang
¢o ki€m soat, ding nhiéu licy pregabalin dudng udng két hop véi oxycodon, lorazepam hoic ethanol
khong gay téc dong 1am sang quan trong nao dén hoat dong ho hip. Da c6 cac bdo cdo va suy hd hap
va hén mé & bénh nhan dung pregabalin va céc san pham thuoc diéu tri suy nhuge hé than kinh
trung uong (CNS) khdc. Pregabalin duong nhu {am ting thém rdi loan nhén thirc va chiic nang van
ddng tong thé gy ra boi oxycodon.
Ngueéi cao tuoi:
Chua ¢6 nghién clru cu thé nao vé tuong tac duge lye hoe duoc tién hanh trén nguai tinh nguyén cao
tubi.
Twong ky, ciia thude:
Do khéng ¢6 cée nghién ctu vé tinh twong ky ciia thude, khong trén 13n thude nay véi cac thude khac.
Tac dyng khong mong muén:
Cac tdc dung khong mong muébn dugce phin nhom theo hé théng co quan va tan suit: Rét thudng gip
(ADR = 1/10). thuemg gdp (1/100 < ADR < 1/10), i gap (1/1.000 < ADR < 1/100), hiém gap
(1/10.000 < ADR < 1/ 1.000), rat hiém 2ap (ADR < 1/10.000); khéng thé wérc luong tan suat duge liét
ké "Chua & tin sudt".
Cac tic dung khong mong mudn ciia thude liét ké dugi day c6 thé lién quan dén cac bénh tidm 4n
va‘hodc céc thube phéi hop.
Téac dung khéng mong mudn Xay ra trong thir nghiém 1am sang:

!F]iﬁn 102i t6 chirc co thé bi dnh hwong [Tac dung khéng mong muén T
.Nhiém khuén va nhiém ky sinh triing | ﬂr
Thuong gap Viém miii hong. T
Roi logn mdu va hé bach huyéy o
}I;tg{lp !Giém bach cdu trung tinh. | ‘—(
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Roi loan hé mién dich

{1 gaip Qua méan. i
Hiém gip Phii mach, phan img di img.

R&i loan dinh dwdng va chuyén héa

Thuong gap Ting cam giac thém an.

ﬂap - Chén an, ha duong huyét.

R&i loan vé tam than

Thudmg gip Hung cam, 1 14n, cu kinh, r6i loan dinh huéng, mét ng,
giam ham mudn tinh duc.

it gap Ao giic, hoang loan, bdn chdn, kich dong, {rim cam, tim

trang chan nan, hung cam, géymhﬁn, tinh khi that thudng, rbi
loan giai thé nhén cach, kho dién dat bing 161 ndi, mong mi,
ting ham muon tinh dyc, vo cam, tho 0.

Hiém gap

MAt phan xa c6 diéu kién.

Réi loan hé thin kinh

Rét thuong gip Choéng mit, budn ngt, dau dau.

Thudng gap Mt diéu hoa, diéu phéi thit thudng, run, loan van ngdn, mét
trf nhé va suy giam trl nhé, mat tap trung, di cam, giam cam
gide, an thin, roi loan thang bing, ngu lim.

it gap Ngit, sting s, chimg gidt co, mit y thire, ting hoat dong tam
than van dong, roi loan van dong, chong mat tu thé, run hitu
¥, run giat nhin cau, roi loan nhdn thire, suy gidm tinh than,
réi loan ngdn ngti, gidm phan xa, tang cam gidc, cdm giac
nong bong, mat vi gide, kho chiu.

Hiém gip Co gift, roi loan khi gide, gidm vén dong co, chitng khé

viet,

Roi loan vé mat

Thudng gap M@ mét, song thi

it gap Mit thi giéc, réi loan thi lue, sung mat, giam thi truong, giam
thi lyc, dau mat, 'm(‘)i miit, hoa mat, khd mat, ting chay nude
mit, kich mg mat.

Hiém gap Mt thi Lirc, viém gidc mac, dao dong vé thi luc, thay doi

nhén thire vé 4 sau thi gidc, lic mit, anh nhin bi sdng.

R6i loan vé tai va mé dao

'Thu'ﬁmg gap Choéng mat.

it gap | Tang thinh lue.

Réi loan vé tim

it gap Nhip tim nhanh, block nhi thit do 1, nhip cham xoang, suy
tim sung huyét.

Hiem gdp Kéo dai khoang QT, nhip nhanh xoang, loan nhip xoang.
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Roi logn vé mach ]
it gap Ha huyét ap, ting huyét ap, nong bimg, do birng, lanh chan |
tay.
Réi logn ho hip, Iong nguc vi trung thit o )
ft gip Kho thé, chay mau cam, ho, nghet mii, viém mi‘tf, ngay, Eht_)—
miii.
Hiém gip Phit phéi, dau hong, ]
Réi loan dw&ng tiéu hoa - O
Thuong gip Non, buMn, téo bon, tiéu chay, diy lloi;TI:Lré'ng tﬁqg, kho |
miéng.
it gap Bénh thuc quan hoi I, E‘mg tiét nude Bol, giam xdc gidc & |
_ miéng.
Hiém giip ICO chuéng, viém tuy, sung ludi, khé nubt. |
Réi loan gan mét _
it gap Tang .mcn gan*‘ - ]
Hiém gip Vang da. o
Rét hiém gdp Suy gan, viém gan.
Réi loan da va mé dudi da o 3‘32
It gap Moc nét san d6, ndi mé day, ting tuyén md héi; ngia. | ﬂ
Hiém gap Hdi chimg Stevens Johnson, toat mé héi lanh, L}:
Roi logn vé hé co xwong vi mé licn kit ' M
Thuong gap Chuét rut, dau khdp, dau lung, dau chi, co thit ¢d tir cung, -
it gip Sung cac khop, dau co, rung co, clrng co. - ;
Hiem gip Tiéu co van.
Roi loan vé thin va dwong ni¢u
it gip Tiéu khong kiém soat, bf tidu, - ]
Hiém gip Suy thén, thiéu niéu, bi tiéu.
Roi logn vé tupén vii v h@ sinh san j
Thuong gap R6i loan cuong duong.
it gap ' Réi loan chire néng tinh duc, cham xuét tinh, dau bung kinh,
dau vi.
Hiém gédp Vo kinh, vii tiét-dich, to vi, vi to & nam gic’ri.._____—_
Réi loan toan than va tai cha ding thuée
Thudng gap Phu ngoai vi, phu né, dang di bit thuomg, ngd, cam gidc say—
ruou, cam gidc bat thuong, mét moi.
It gap | Phi toan than, phii mjt, tac ngue, dau, sét, khf’lf, lanhrun, |
suy nhuoc,
l [
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Thim kham

Thuong gap Tang can.

it gap Ting creatin phosphokinase huyét, ting glucose huyét, giam
s& luong ticu clu, ting creatinin huyét, giam kali huyet, giam
cén.

Hiém gap Giam té bao bach cau.

* Tang Alanin aminotransferase (ALT) va Aspartat aminotransferase (AST)

Trong diéu tri ngén han va dai han voi pregabalin, sau khi ngung thudc, da quan sat thiy hoi chiing

I3

cai thude trén mot sd bénh nhéan, Céc tac dung dugc nhac dén gdm c6: Mt ngh, dau dau, buon ndn,

lo lﬁng, tiéu chay, hQi chimg cum, cing théng, trAm cam, dau, co giat, ting tiét md hdi va chéng mat.
Do dé, bénh nhén can duge thong bio céc tac dung khong mong muon nay trude khi bat dau diéu
tri.
Lién quan dén viéc ngimg thude trong diéu tri lau dai voi pregabalin, di liéu cho thdy ty 18 mac va
mic do nghiém trong cua céc trigu chimg cai thubc co thé lién quan dén liéu ding.
Tre em:
Tinh an toan cua pregabalin duge quan sat trong ba nghién ctru nhi khoa & b¢nh nhan dong kinh mot
phén c6 holic khong c6 dong kinh toan th¢ thir phat (nghién ctru hiéu qua va an toan trong 12 tudn &
bénh nhén khoi phat co giat mét phan, n = 295; nghién ctru duge dong hoe va dung nap, n = 65; va
nghién ciu mo trong 1 nam vé tinh an toan, n = 54) cho thay su tuong tu nhu quan sét trong cac
nghién ctru & ngudi 1dn bi bénh dong kinh. Cdc tac dung phu pho bien nhat dugc quan sat thily trong |
nghién ctru kéo dai 12 tudn véi dicu trj bang pregabalin la buon ngl, non mua, nhiém triang dudng
hé hép trén, ting cam gidc thém an, tang can va viém miii hong.
Huéng din cach xir tri ADR:
Mot s6 ADR lam ngudi bénh phai ngung thube. 4% ngudi bénh bi chong mat hodc budn ngu phai
ngimg dicu tri. Da s6 cac treong hop bi nhin mo tu hét khi tiép tuc diéu tri, dudi 1% ngudi bénh phai
ngimg diéu tri. Néu roi loan thi giac kéo dai, cén cho thim kham mat.
Phai ngimg thudc khi bi bénh co, hogic khi thdy nong do CPK huyét thanh tang cao it nhét gip 3 lan
mirc cao cta gi¢i han binh thudng. Phai nglmg thuoe khi ¢6 tang can, phu ngoai bién ¢ nguoi da cé
bénh tim tir trudc.
Phil mach tuy hiém x4y ra nhung thuong xay ra ngay khi bétNdéu diéu tri pregabalin; do do, trude khi
cho bénh nhan diéu trj bang pregabalin, can hoi k§ tién sur man cam va chuén bi phuong tién ¢ép clru
thich hop.
Ngoai ra, cin théng béo cho nguoi bénh va gia dinh bit v& tidm ning nguy co tu sat khi ding thude
chong ddng kinh. }’hﬁi chiy dén cac triéu chimg bdo hi¢u nhu lo du, vét v, hung hin, tin cong,

4 ~

chéng déi, thao cudng, mit ngi va tram cam. Gia dinh can theo doi sat ngudi bénh.
Khi ngtng thude, tranh nglmg dot ngdt, giam dan lidu trong khoang it nhit mot tuan.
Qua4 lidu va cach xir tri:
Qud liéu:

Kinh nghi¢m qua lidu pregabalin con it. Dung licu pregabalin cao nhit dugc bao cdo 1a 800 mg
khéng thay hdu qua dang ke nao v¢ lam sang.
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Xk tri:
Khong ¢6 thuée giai dc dic hiéu. Néu c6 chi dinh, gy nén hogc rua da day, duy tri duong thd néu
can. Biéu trj triéu chimg, hd tro. Thim phan mau néu ¢6 chi dinh (loai bd pregabalin khoang 50%
trong 4 gid.
Tich cuc theo d6i dé co bién phap xir tri kip thoi.

Dic tinh dwoe lyc hoc:
Nhém duge 1y: Cée thude chéng dong kinh khac.
Ma ATC: NO3AX16 _
Pregabalin 12 mot thude chdng co giat va glam dau. Pregabalin ¢6 cdu tric tuong tu chit (i ché thdn
kinh trung uong GABA, song khéng gin truc tiép voi cac thu the GABAA, GABAB, hay thu thé
cua benzodiazepin‘, khong lam ting dap tng cia GABAA trén cdc té bao than kinh nudi cdy, ciing
khéng lam thay doi nong do GABA trén nio chuét, khéng dnh hudng dén thu hbi cling nhir thoai

giang GABA. Trén céc t¢ bao than kinh nuéi cdy, sir dung ldu dai pregabalin s& lam tang mét dj céc
protein van chuyén va tang téc d¢ van chuyén GABA. Pregabalin gan véi céc md than kinh trung
wong véi i luc cao tai vi tri a2-6 (mdt tiéu don vi ctia kénh calci phu thude dién thé). Mic du co ché
chinh x4c clia pregabalin chua duge biét ddy du, song viéc gin véi tiéu don vi 02-8 ¢4 thé lién quan
dén tac dung giam dau va chdng co gidt cla pregabalin.
In vitro, pregabalin lam giam su giai phéng céc chat din truyén than kinh phu thude calci nhu
glutamat, norepincphrin, peptid lién quan dén gen diéu hoa calcitonin, va chit P, ¢ thé théng qua
diéu hoa chirc ning cua kénh calci.

Dic tinh dwgc ddng hoc:
Trang thai duge dong hoc 6n dinh cia pregabalin la twong ty nhau trén nhitng nguoi tinh nguyén
khoe manh, cic bénh nhan dong kinh dang dung thuée chéng dong kinh va céc bénh nhan dau man
tinh.
Hép thu:
Pregabalin dwoc hip thu nhanh khi ubng lic doi, néng do dinh trong huyét tuong dat d uoc sau 1 gidy
trong ca ding lidu don va lidu da.
Sinh kha dung dudng udng cia pregabalin > 90% va phy thude vao lidu ding. Khi diing liéu nhic
lai, trang thai 6n dinh dat duoc trong 24 - 48 gior. Toe df hip thu ctia pregabalin giam khi ding cing
thitc an dan dén Cyy giam khodng 25 - 30% va kéo dai fmax $au khodng 2,5 gio. Tuy nhién, ding
pregabalin cting thic &n khong c6 anh hudng 1am sang dang ké nao dén murc dd hép thu pregabalin.
Phdn phoi:
Trong cac nghién ctru tién 14m sang, pregabalin d€ dang qua hang rio mau ndo & chudt nhit, chugt
cbng va khi. Pregabalin qua duge nhau thai & chut cong va xuét hién trong stia chudt. G ngudi, thé
tich phan phéi cta pregabalin sau khi ding dudng udng khoang 0,56 lit/kg. Pregabalin khong giin
ket véi protein huyét twong.
Chuyén héa:
Pregabalin dugc chuyén héa khong déng ké trong co thé nguoi. Sau khi ding dong vi phong xa c6
danh diu coa pregabalin, khodng 98% dugc tim théy trong nuée tieu la pregabalin & dang chua
chuyén héa. Dan xuAt N-methylat cia pregabalin, chat chuyén héa chinh cta pregabalin dugce tim
th’éy trong nuée ticu, ’chiéom khoang 0,9% lidu ding, Trong cic nghién clru tién lam sang, khéng co
dau hiéu nao vé sy bién dbi pregabalin dong phan ta tuyén thanh dong phan hiru tuyén.
Thai trie:
Pregabalin dugc thai trir khoi hé tudn hoan chu yéu do bai tiét qua than dudi dang khéng d6i.

>
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Thoi gian'b{m thai trung binh clia pregabéiiin la 6,3 gio. D6 thanh thai p'r:—:,gabalin trong huyét_tuung
va d6 thanh thai ¢ than ty 1¢ thuén vdi d6 thanh thai creatinin.

Pidu chinh liéu trén cac bénh nhan giam chirc ning than hodc tham tach mau la can thiét.

Tuyén tinh/khong tiyén tinh:

Duge déng hoc cua pregabalin [a tuyén tinh trong khoang litu don hang ngay.

Khoing bién thién cta duge dong hoc cua pregabalin 12 thip (< 20%). Céc dic tinh duge dong hoc
cua lidu da c6 thé du dodn tir cée dit liéu cta lidu don.

Gidi tinh:

Cac thir nghiém lam sang da cho thiy giGi tinh khdng c6 anh hudng 1am sang dang ké nao dén ndng
do huyét twong ciia pregabalin.

Duge dpng hoc ¢ nhivng riidnm bénh nhin dic bit:

Suy than:

Do thanh thai pregabalin ty 1¢ thuan véi d thanh thai creatinin. Thém vao do pregabalin dugc loai
b6 hiéu qua khoi huyét tuong nho thim tach mau (sau 4 gio tham tach mau nong do huyct tuorng cua

pregabalin giam khoang 50%). Boi vi thai trir qua than la duong thai trir chinh, giam lidu v6i bénh
nhan suy than va dung litu b sung véi bénh nhin tham tich mau 13 cAn thiét.

Suy gan:

Khéng ¢6 cée nghién ciu dac hiéu tlen hanh trén céc bénh nhin suy gan. Vi pregabalin duge chuyén
hoa khong ding ke va thai trir chu yéu qua nudc tiéu & nguyén dang, bénh nhén suy gan khéng cé
thay doi dang ké v& ndng do huyét tuong.

Tré em:

Dugc dong hoe pregabalin duge danh gia & bénh nhén nhi bi dong kinh (nhém tudi: Tur 1 dén 23
thang, 2 dén 6 tudi, 7 dén 11 tubi va 12 dén 16 tudi) & mic lidu 2,5 mg, 5 mg, 10 mg va 15
mgf’kcmgav trong mot nghién ciru duge dong hoc va dung nap.

Sau khi uong pregabalin & b¢nh nhan nhi & trang thdi nhin @n, thoi gian dé dat dugc nong: dd dinh

trong hu\fct tuong 14 tuong ty trén toan bo nhom tum va xay ra 0,5 gio dén 2 gi0 sau khi udng.

Thong $0 Crax VA AUC clia pregahalm tang tuven tinh voi tang licu trong mdi nhém tudi. O bénh
nhin nhi duéi 30 kg, thong sd AUC dudi 30% do tang trong luong co (hé d& diéu chinh dd thanh
thai 43% cho nhiing bénh nhén nay so v&i bénh nhan nang > 30 kg.

Thoi gian ban thai trung binh cudi cung ctia pregabalin khoang 3 dén 4 gity & bénh nhan nhi dén 6 |
tudi va 4 dén 6 gio & bénh nhan nhi 7 woi trd 1én.

Phén tich duge dong hoc cho thay ré’mg d9 thanh thai creatinin la mét tham sd quan trong ctua do
thanh thai pregabalin dung dudng uong, trong lrgng co thé 14 tham s6 quan trong clia thé tich phan
phdi pregabalin ding ducrng udng, va cdc moi quan h¢ nay tuong tw & bénh nhén nhi va ngudoi 1én.
Duge dong hoc pregabalin & bénh nhén dudi 3 thang tudi chua dugce nghién ciru.

Ngieoi cao 1o

Do thanh thai pregabalm c6 xu hudng gmm khi d¢ tudi tang 1én. Mic giam ctia d§ thanh thai
prcgabalm thco dudmg udng théng nhat véi mirc giam ctia d¢ thanh thai creatinin khi dg tubi ting
lén. Cén giam litu pregabalin cho céc bénh nhan ton thuong chirc ning thin do tudi cao.

Phu nit cho con bii:

Duoge dong hoc cua lidu pregabalin 150 mg duing 12 giof/]an (lleu 300 mg hang ngay) da dugc khao
sat ¢ 10 phu nir dang co tiét stra, cac phu nii ndy dang ¢ giai doan sau khi sinh t6i thidu 12 12 tuén.
Sur tiét stra {t anh huong hodc khong ¢6 anh huong dén duge dong hoc cua pregabalin. Pregabalin
duoe tiét vao sita véi nong d§ on dinh trung binh vao khoang 76% so vai ndng do thude trong huyét
tuong clia me. Lwong pregabalin nhan duge & tré sor sinh ude tinh tir sta (gia sir lugng stra (iéu thy
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trung binh 1a 150 ml/kg/ngay) & phu nit ding lidu 300 mg/ngdy va licu 16i da 600 mg/ngay twong |
tng la 0,31 va 0,62 mg/kg/ngay, lugng ndy khoang 7% so véi lidu cla ngudi me tinh theo mg/kg.
Qui cich déng géi:
Hop 2 vi x vi 14 vién nang cimg.
Hop 4 vi x vi 14 vién nang cimg.
Piu ki¢n bo quin, han ding, tiéu chuin chit lwong ciia thude:
Diéu kign bio quan: Dé & nhiét do duéi 30°C, trénh &m va dnh sdng.
Han diing ciia thude: 36 thang ké tir ngdy san xut.
Tiéu chuin chit lrgng: Tiéu chudn co so.
Tén, dja chi cia co sé sin xuit thude:
- Cong ty CP Duge phim Agimespharm
é 27 Nguyén Thii Hoc, P. M7 Binh, TP, Long Xuyén, An Giang : ) " )
AGMEXPHARM Sdn xuat tgi: Chi nhinh Cong ty CP Duye phim Agimexpharm - Nhit may sin xudt Duye phim Agimexpharm

Puréng Vi Trong Phyung, Khom Thanh An, P. M# Théi, TP. Long Xuyén, An Giang
bosh e Tol: 0296 3457300 Fax: 0296 185730

An Giang, ngay .8 thing A% nim 2018
TL. Tong gidm dée

Trang 11/11



https://trungtamthuoc.com/



