Doc ky huong din s dung trudc khi dung
Néu can thém thong tin xin hoi y kién thay thuoc
Chi ding thuéc nay theo sw ké don ciia thay thuéc

MORITIUS

(Vién nang ctrng Pregabalin 75 mg)

THANH PHAN:

MOi vién nang ciing chua:

Pregabalin ....................o 75 mg

Ta duogc: Lactose monohydrat, croscarmellose natri, magnesi stearat.

Dac tinh dwgc luc hoc:

Cac nghién ctru in vitro da cho théy pregabalin gin voi 1 subunit phu (a2-8 protein) cua dong
calci mang di¢n trong hé théng than kinh trung wong, thay thé [3H]- -gabapentin. Thém vao do,
pregabalin giam giai phong mot sb chit dan truyen than kinh, bao gom glutamat, noradrenalin.
Su quan trong cua nhung tac dong nay trén 1am sang voi pregabahn chua dugc biét.

Pregabalin khong c6 ai lyc voi cac thu thé tiép nhan hodc cac dap tng gin véi tac dung cua mot
s6 thube thuong st dung trong diéu tri dong kinh hodc dau. Pregabalin khong tuwong tac vdi cac
chat trc ché GABAA hoic GABAG, khong duoc chuyen hoa thanh GABAA hodc chit tic ché
GABAG. Pregabalin khong phai 1a mot chit wrc ché sy tao thanh va phan huy cua GABA.
Pregabalin ngan ngua dau lién quan t6i hoat dong trén dong vat voi dau than kinh hodc dau sau
phau thuat, bao gdm ting cam giac dau va dau do kich thich.

Pregabalin c6 hoat tinh trén dong vat dong kinh, bao gdm dong kinh do sbc dién co du01 trén
chudt, dong kinh nguorng rung giat voi pentylenetetrazol, dong kinh hanh vi va dién d6 ¢ chuot
duoc kich thich ving hai ma.

bac tinh dwgc dong hoc:

Hap thu: Pregabahn dugc hap thu nhanh khi uong lic d6i, nong do dinh trong huyet tuong dat
duoc sau 1 gio. Kha dyng sinh hoc du’O'ng udng cua pregabalin khoang 90% va phu thudc vao
lidu dung. Trong dung nhac lai, tinh trang 6n dinh dat dugc trong 24 - 48 gio. Ty 1¢ hap thu cua
pregabalin glam khi dung cung thtrc dn dan dén Cmax giam khoang 25 - 30% va Kéo dai tmax Sau
khoang 2,5 gi6. Tuy nhién, dung pregabalin cung thirc an khong ¢6 anh hudng lam sang dang ké
nao dén ‘mirc do hap thu pregabalin.

Phdn bo: Trong cac nghién ctru tién 1am sang, pregabalin dé dang qua hang rao mau ndo ¢ chudt
nhat, chudt cong va khi. Pregabalin qua dugc nhau thai ¢ chuft cong va xudt hién trong sira
chuét. O ngudi, the tich phan phbi cua pregabalin sau khi dung duong udng khoang 0,56 L/ kg.
Pregabalin khong gan két véi protein huyet tuong.

Chuyén héa: Pregabalin duoc chuyén hoa khong dang ké trong co the nguoi. Sau khi dung
pregabalin phong xa danh dau khoang 98% duoc tim thay trong nudce tiéu 1a pregabalin ¢ dang
chua chuyén hoa. Dén xuét N-methylat cua pregabalin, chét chuyén héa chinh cua pregabalin
dugc tim thay trong nudc tleu chiém khoang 0,9% lieu dung. Trong cac nghién ctru tién 1am
sang khong c6 dau hiéu ndo vé su bién ddi pregabalin dong phén ta tuyén thanh dong phéan hiru
tuyen.

Thdi trir: Pregabalin duoc thai trir khoi hé tudn hoan chii yéu do bai tiét qua than nguyén dang.
Thoi gian ban thai trung binh cua pregabalin 14 6,3 gio. Thanh thai pregabalin huyét trong va
thanh thai than ty I¢ thudn vi thanh thai creatinin.

Dugc dong hoc trong nhitng nhom bénh nhan dac biét:

Suy than: Thanh thai pregabalin ty 1¢ thuén v6i thanh thai creatinin. Thém vao do, pregabahn
duogc loai bo hiéu qua khoi huyét thO’ng nho tham tach mau (sau 4 gio thim tich mau nong do
trong huyet tuong cua pregabalin giam khoang 50%). Boi vi thai trir qua than la duong thai trur
chinh, giam liéu véi bénh nhan suy than va dung lidu bd sung v6i bénh nhan thim tach méu 1a
can thiét.
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Suy gan: Khong c6 cac nghién clru dac hi¢u tién hanh trén cac bénh nhan suy gan. Vi pregabalin
duoc chuyén hoa khong dang ké va thai trir chu yéu qua nudc tiéu ¢ nguyén dang, bénh nhan suy
gan khong c6 thay d6i dang ké vé nong d6 huyét tu:Ong

Nguoi gia: Thanh thai pregabalin c6 xu hu’ong g1am theo su ting cua tudi. Sy giam thanh thai
pregabalin dudng ubng khong phu thudc vao sy giam thanh thai creatinin lién quan dén sy ting
cua tuoi.

Can giam liéu pregabalin trén cac bénh nhan ton thuwong chirc ning than do tudi cao.

CHI PINH:

HO trg diéu tri con dong kinh cuc bd c6 hodc khong c¢6 con dong kinh toan thé thir phat.
Diéu tri rbi loan lo au toan thé (GAD).

Pau c¢6 ngudn gbc lién quan dén than kinh.

CHONG CHI PINH: ‘ ,
Qua man véi bat ctir thanh phan nao cua thuoc.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Bénh nhan véi cac bénh 1y di truyén hiém gap vé dung nap galactose, thiéu enzym Lapp lactase
hozc kém hép thu glucose-galactose khong dung thude nay.

Theo céc thuc hanh lam sang hién tai, mot s6 bénh nhan tiéu dudng ting can khi ding pregabalin
can diédu chinh viéc ding cac thudc ha dudng huyét.

Diéu tri bang pregabalin thuong xay ra chong mit va budn ngu, bénh nhan phai dugc chi dan
than trong cho dén khi quen voi cac anh hudng co thé ctia thudc.

Chua c6 cac dir liéu day du vé viéc ngung két hop véi cac thudc chdng dong kinh khac.

Theo thyc té trén 1am sang, c6 thé can phai diéu chinh thudc ha duong huyét & mot s6 bénh nhan
tiéu duong bi tang can khi diéu tri voi pregabalin

D3 c6 bao cao phan tng qua man voi pregabalin, bao gdm phit mach. Phai ngung thudc ngay khi
c6 triéu chu’ng nhu phu mat, miéng hodc duong ho hép trén.

Diéu tri v6i pregabahn cod the bi chong mat va ngu ga, co thé gia tang sy c¢b ton thuong bit ngd
(te) & ngu:orl gia. P c6 1 sb bao cdo nhu mét y thire, nham 1an, sa sat tinh than, do d6 bénh nhan
can chu y than trong cho téi khi quen véi tic dong ciia thude.

Trong cac nghién ctru c6 kiém soat, nhém bénh nhan diéu tri voi pregabalin co ty 1¢ mo thi giac
cao hon nhom placebo. Trong cac nghién ciru 1am sang c6 kiém tra thi giac, ty 18 giam thi lyc va
bién ddi thi truong, bién doi day mat & nhom bénh nhén dung pregabahn 16n hon nhom placebo.
Céc tac dung khong mong mudn trén mit bao gdm mat thi lyc, md mat hodc thay doi thi luc, da
sO 1a thoang qua. Cac triéu ching trén ¢ thé giam hodc hdi phuc khi ngung sir dung pregabalin.
bai c6 bao cao truong hop. suy than va hoi phuc khi ngung pregabalin.

Chua c6 day dua dir liéu vé viéc ngung st dung ddng thoi cac thude chong dong kinh dé st dung
pregabahn don dgc, khi str dung pregabahn hd trg d6 dat duoc viée kiém soat dong kinh.

Khong c6 dir liéu vé méi lién quan gitra lidu dung va thoi gian dung thube véi ty 16 va muic do
tram trong cua triéu chimg ngung thudc. Nén théng bao diéu nay cho bénh nhéan khi bt dau diéu
tri.

D3 c6 bao cao vai bénh nhan dung pregabalin bi suy tim sung huyét. Phan tmg nay thuong gip o
bénh nhan 16n tudi bi ton thwong tim mach ding pregabalin dé diéu tri bénh than kinh. Phai than
trong khi st dung pregabalin cho nhiing bénh nhén nay. Bénh nhén co6 thé hoi phuc khi ngung
thuoc.

Trong diéu tri dau than kinh trung wong do chén thuwong tiy song, ty 1¢ tac dung khong mong
mudn ting 1én, ting cic tac dung khong mong mudn trén than kinh trung wong va dic biét 1a
budn ngu. Piéu nay co thé ting 1én do su st dung cac thudc dong thoi (nhu cac thude chdng co
ctrng). Nén xem xét khi stir dung pregabalin trong truong hop nay.

Da c6 bdo cdo y nghi va hanh dong tu tr & bénh nhan diéu tri voi thude chéng dong kinh. Mot
phan tich meta cta nghién ciru kiém soat dbi chiung ng?tu nhién thudc chéng dong kinh cho thay
tang nhe nguy co y nghi va hanh dong ty tir. Co ché cua tac dong chua rd va dir liéu hién tai
khong loai trir kha nang tang nguy co do pregabalin.
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Do d6 phai theo ddi ddu hiéu ¥ nghi va hanh dong tu tir & bénh nhan va xem xét diéu tri thich
hop.
Dé xa tam tay tré em.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Chua c6 cac dir liéu ddy du vé dung pregabalin trén phu nit ¢ thai. Do vdy, khong diung
pregabalin khi dang mang thai trir khi lgi ich mang lai cho ngudi me o rang quan trong hon
nhitng kha nang rui ro ¢6 thé xay ra cho thai nhi.

Chua biét dugc pregabalin co bai tiét qua sita ngudi hay khong. Tuy nhién, thudc ¢ xuat hién
trong sita chudt. Do vay, khong duoc nudi con bang sita me khi dang dung thudc.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Pregabalin co thé gdy chong mit hodc budn nga. Do vay, bénh nhan duoc khuyén khong nén 1ai
xe, van hanh mdy modc phuc tap hodc tham gia cac hoat dong mao hiém khéac cho dén khi xac
dinh duoc thude c6 anh huong dén viéc thuc hién cac dong tac nay khong.

TAC DUNG KHONG MONG MUON:

Rat thu’ong gdp: Chong mit, budn ngi.

Thuong gap: Tang thém éan, tdm trang sang khodi, 10 1an, dé bi kich thich, giam ham mudn tinh
duc, mat diéu hoa, réi loan phdi hop, run, loan van ngdn, giam tri nhg, mat tap trung, di cam, mo
mit, chiig song thi, nén mtra, khé miéng, tio bon, day hoi, loan cwong, dang di bat thuong, cam
glac say, mét moi, phu ngoai vi, phu, tang can.

It gap: Chan an, ao giac, hoang loan, bdn chon lo au, trAm cam, tAm trang chan nan, tinh khi that
thu’O‘ng, mat nhan céach, mat ngu tram trong, gidc mo bat thudng, ting ham muon tinh duc, tho o,
r0i loan thi giac, sung mit, khuyét tat thi truong, giam thi luc, dau mat, moi mét, kho mat tang
chay nuge mat, nhip tim nhanh, do bung mat, boc hoa, kho thé, kho mili. Phat ban, d6 mo hoi.
Hiém gdp: Giam bach cau trung tinh, giam glucose huyét.

Khéng ré tan sudt: Qua man, pht mach, phan tmg di tmg.

Co triéu chung ngung thuoc ¢ vai bénh nhéan khi ngung su dung pregabahn sau mot thoi gian
diéu tri dai han hodc ngan han. Triéu chu’ng Mat ngu, dau dau, budn non, tiéu chay, triéu chimg
cam cum, lo lang, tram cam, dau, ra mo hdi va chéng mat.

Khéng co dir liéu vé mdi lién quan gitta lidu dung, thoi gian dung thube va ty 18, mic do trim
trong cua tri¢u chiing ngung thudc.

Théng bdo cho thay thubc cdc tac dung khong mong mudn gap phdi khi sit dung thudc.

LIEU DUNG - CACH DUNG:

Pau than kinh: Liéu khoi dau: 150 mg/ ngay, chia lam 2 - 3 lan. Dua vao dap Umg cd nhén va
kha nang dung nap, co thé tang lidu 1én dén 300 mg/ ngay sau khoang 3 - 7 ngay. Néu cén, c6 thé
dung licu toi da 600 mg/ ngay sau khoang 7 ngay tiép theo.

Péng kinh: Liéu khoi dau: 150 mg/ ngay, chia lam 2 - 3 1an. Dua vao dap ung ca nhan va kha
ning dung nap, co thé tang 1én 300 mg/ ngdy sau 1 tuan. Dung liu t6i da 600 mg/ ngdy sau tun
tiép theo.

Réi logn lo du toan thé: Liéu khoi dau: 150 mg/ ngay. Dya vao dép ting c4 nhan va kha nang
dung nap co thé tang lidu 1én 300 mg/ ngay sau 1 tudn, 450 mg/ ngdy sau 1 tuan tiép theo. Liéu
t6i da 600 mg/ ngay.

Khong can thiét phai theo doi nong do pregabalin trong huyet twong khi diéu tri v6i pregabalin.
Pregabalin khong thay doi nong d6 trong huyét trong cua cac thuoc chbng co giat thu’(mg dung.
Tuong ty nhu vay, cac thuéc chong co giat thuong dung ciing khéng anh hudong dén nong do
pregabalin trong huyét twong.

Theo cac thuc hanh 1am sang hién tai, néu ngung diéu tri pregabalin, can ngung tur tir trong tbi
thiéu 1 tuan.

Bénh nhdn suy than: Pregabahn duoc thai trir nguyén dang chu yéu qua thén, thanh thai
pregabalin ty 1¢ thuan véi thanh thai creatinin, giam lidu trén cac bénh nhan ton thwong chirc
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nang than phai ty theo timg c4 nhan va theo hé sb thanh thai creatinin (Clcr), dugc trinh bay
trong bang 1 st dung cong thuec:

1,23 x [140 — tudi (nam)] x can ning (kg)
O T Gl R 17} R ——— -
Nong d6 creatinin huyét thanh (umoL/ mL)

x 0,85 (va&i BN nix)

Pregabalin dugc loai bo hiéu qua khoi huyét thanh nho tham tach mau (50% thudc sau 4 gio).
V6i cac bénh nhan dang 1am tham tach mau, liéu hang ngay cua pregabalin can dugc diéu chinh
tuy theo chire nang than. Bén canh lidu ding hang ngay, liéu dung bd trg nén dugc ding ngay
sau mdi 4 gio tham tach mau (xem bang 1).

Bang 1. Diéu chinh liéu pregabalin theo chirc ning than:

Tong licu pregaballn hang ngay ™
Thanh thai creatinin Liéu khai dau Liéu tbi da Ché d6 tri liéu
(mg/ ngay) (mg/ ngay)
> 60 150 600 BID
30-60 75 300 QD hoac BID
15-30 25-50 150 QD hoac BID
<15 25 75 QD
Liéu bo trg sau tham tdch mau
| 25 | 100 | Liéu don *

BID: Chia 2 lidw/ ngay.

QD: Liéu don/ ngay.

* Tong lidu (mg/ ngay) can chia nhu dugc chi dinh trong cach dung theo mg/ ngay.

+ Liéu bd tro 1a lidu don bd sung.

Dung thuoc trén bénh nhan suy gan:

Khoéng can chinh liéu trén cac bénh nhan suy gan.

Diing thuéc cho tré em:

Sy an toan va hi¢u qua cua pregabalin trén tré em dudi 12 tudi chua duoc thiét 1ap.

Dung thuc trén thiéu nién (12 - 17 tuéi):

Céc bénh nhan thiéu nién bi dong kinh c6 thé dung liéu nhu ngudi 16n.

Hi¢u qua va an toan cua pregabalin trén cac bénh nhan dudi 18 tudi bi dau than kinh chua duoc
thiét 1ap. ‘,

Dung thuoc cho nguoi cao tuéi (trén 65 tudi):

Khong can chinh liéu v&i nguoi gia trir trong truong hop ton thuong chirc ning than (xem bang 1)

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Pregabalin dugc thai trir chinh qua nudce tiéu O dang chua chuyen hoéa, chi mét lwgng khong dang
ké duogc chuyén héa (< 2%) thai trir qua nudc tiéu, khong gin véi protein huyét twong nén
pregabalin khong tao ra twong tac, hodc bi twong tac duge dong hoc.

Cac nghién ctru in vivo khong cho thay lién quan vé twong tic duoc dong hoc 1am sang véi
phenytoin, carbamazepin, acid valproic, lamotrigin, gabapentin, lorazepam, oxycodon hodc
ethanol.

Dung chung pregabalin v6i cac thubc tranh thai dudng udng norethisteron va/ hodc ethynyl
oestradiol khong anh huéng dén sy 6n dinh vé dugc dong hoc cua ca 2 loai thude.

Dung lidu da duong udng pregabalin két hop voi oxycodon, lorazepam, hodc ethanol khong co
tdc dong lam sang quan trong nao dén sy ho hip. Su co6 mit cia pregabahn tang thém rdi loan
nhan thic va chirc ning van dong gy ra boi oxycodon. Pregabalin co thé ting tac dung cia
ethanol va lorazepam.

QUA LIEU VA XU TRi:
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C6 trudng hop qué lidu pregabahn dén 15 g, khong co tac dung khong mong mudn nao duoc bao
cdo. Khi xay ra qua lidu, can tién hanh cac bién phap hd tro, c6 thé gébm ca thAm tach mau néu
can thiét.

PONG GOI : Hop 2 vi x 14 vién.
- Hop 6 vi x 14 vién.
BAO QUAN Noi kho rdo, tranh 4nh sang, nhiét do khong qua 30°C.
TIEU CHUAN CHAT LUGN G: Tiéu chuan nha san xuat.
HAN DUNG: 36 thang ké tir ngay san xuat.

San xuét tai: ) ‘ )

CONG TY CO PHAN DUQC PHAM DPAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Thai Hoa, Thi xa Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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