TO' HWONG DAN SU DUNG

Bb Thuoc ké don
Vién nang cwng
A n“ vic® 7 5
DE XA TAM TAY CUA TRE EM
POC KY HUONG DAN SU’ DUNG TRU'O'C KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC S|
HOAC DUQC SI

KHONG DUNG THUOC QUA HAN SU' DUNG GHI TREN NHAN
THUOC NAY CHI S DUNG THEO BON BAC SI

THANH PHAN: Cho 1 vién nang cirng

Hoat chat:

Pregabalin .. UG -~ 1 T SO N W W0 B3 QPR IO S ey 1R L4 - 1110
Ta dworc: vua du 1 vién

(Manitol, microcrystallin cellulose 102, magnesi stearat, nang s6 3 (dd - trang))

DANG BAO CHE: Vién nang cung

MO TA SAN PHAM: Vién nang cirng sb 3, ndp mau do, than mau tréng, bén
trong chira bdt thudc mau trang dén trang nga.

CHI DINH:

- Phoi hop cling c&c thude chong co giat dé diéu tri dong kinh cuc bd & ngudi lén.

- Réi loan lo &u lan tda.

- Dau do nguyén nhan than kinh: viém day than kinh ngoai vi do dai thao
dudng, dau than kinh sau herpes.

- Pau co do xo hoa.

LIEU DUNG VA CACH DUNG:

Liéu dung:

Pham vi liéu 150 - 600 mg, chia 2 - 3 lan/ngay

- Diéu tri bé tro déng kinh cuc bo:

Liéu khoi dau 12 150 mag, chia 2 - 3 1an méi ngay, sau do tiy theo dap (rng va
kha nang dung nap cla bénh nhan, liéu cé thé tang Ién dén 300 mg/ngay sau
1 tuan, lidu tdi da Ia 600 mg/ngady sau 1 tuan nira.

- Réi loan lo &u lan tda:

Liéu kh&i dau 1a 150 mg, chia 2 - 3 lan moi ngay, sau dé tay theo dap rng va
kha nang dung nap cua bénh nhan, liéu cé thé tang lén den 300 mg mdi ngay
sau 1 tuan, sau 1 tuan nira co thé tang dén 450 mg mai ngay. Liéu toi da la 600
mg mdi ngay co thé dat dwroc sau 1 tuan nira.

- DPau do viém day than kinh, dau sau herpes:

Ngwoi lon: lieu khuyén cao 13 150 - 300 mg/ngay, chia lam 2 - 3 1an.

Liéu khdi dau 1a 150 ma/ngay, co the tang t¢i 300 mg/ngay trong vong 1 tuan tay
theo hiéu qua va sir dung nap. Néu van khong do sau 2 - 4 tuan diéu trj vai lieu
300 mg/ngay, cd thé tang t&i lieu 600 mg/ngay chia lam 2 - 3 1an. Liéu vuot qua
300 mg/ngay chi danh cho ngu&i van dau va dung nap dugc liéu 300 mg/ngay, Vi
tiém nang nhiéu ADR do liéu cao.

- Dau day than kinh do dai thao duong:

Nguoi lon: liéu khori dau 12 150 mg/ngay, chia lam 3 Ian, lidu co thé tang trnng
1 tuan t&i liéu toi da khuyén cao 300 mg/ngay chia lam 3 lan. Tang thém lieu
khong tang thém lgi ich, nhung thém nhiéu ADR.

- Dau co do xo hoa:

Liéu kh&i ddu 150 mg/ngay, tang 1én sau 1 tuan tuy theo dap (rng téi 300
mag/ngay téi 450 ma/ngay néu thay can thiét.

- D6i v6i bénh nhén suy than:

Pregabalin dwroc dao thai chi yéu qua than dwéi dang khéng doi, do thanh thai
pregabalin ty |& thuan véi do thanh thai creatinin. Gidm lieu & nhirng bénh
nhan cé ton thuong chirc ndng than theo dd thanh thai creatinin (Cl), cu thé
nhu sau:

Do thanh thai el el | Ly '
creatinine Tong lieu hang ngay pregabalin® Cach dung
Cl_(ml/phat) -
Lidu khori d4u Liéu téi da
(mg/ngay) (mg/ngay)
2 60 150 600 BID hoac TID
230-<60 75 300 | BID hoac TID
>15-<30 25 - 50 150 1 1an/ngay hoac BID
<15 25 75 I 1 lan/ngay
Liéu bd sung sau tham phan mau (mg)
25 100 ] Pon lieu’

*Téng lidu hang ngay (mg/ngdy) nén duoc chia nhuw chi dinh theo ligu dung
ma/ngay

+ Lidu bd sung 1a lidu don

BID: Chia 2 lan/ngay

TID: Chia 3 Ian/ngay

- Bénh nhén suy gan: Khong cin didu chinh liéu cho bénh nhan suy gan.

- Tré em: D6 an toan va hiéu qua cla prebagalin cho tré em < 12 tudi va thanh
thiéu nién (12 - 17 tudi) chwa dugc chirng minh, nén khuyén céo khéng st
dung thube cho dbi tirgng nay. '

- Nguoi cao tubi (trén 65 ruéu Khang can hiéu chinh lidu & bénh nhan cao tudi
trlr trwo'ng hep ¢é suy giam chirc nang than.

Cach dung: Pregabalin chi duoc dung dudng ubng, udng cing hodc khéng
cung thuc an.

CHONG CHI DINH:

Bénh nhan man cam véi pregabalin hay bét clr thanh phén nao cua thudc.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

- Bénh nhan dai thdo dudng: Trong cac nghién ctru 1Am sang gan day, mot sé
b&nh nhan dai thdo dudng tang can khi diéu trj voi pregabalin, can diéu chinh
liéu cla cac thube ha dudng huyét.

- Phan &rng qua man: Phai than trong khi dung pregabalin vi cé thé gay phu
mach (nhu' méat, quanh miéng, swng dwdng hd hap trén). Néu xuét hién cac
tri¢u chirng nay nén ngung thudc ngay lap tirc.

- Chéng mat, budn ngd, mét y thire, réi loan, suy giam tinh than: Didu tri bing
pregabalin thudng xay ra chéng mat, budn ngd, cé thé lam tang sy xuat hién clia
chan thuong do tai nan & ngudi cao tudi. Cling c6 bao c4o 1 sb trwdng hop mat
y thire, It Ian, r6i loan tam than. Do d6, benh nhan d:.rcrc khuyén nén than trong
cho dén khi quen véi nhirng anh hudng tiém an cla thudc.

- Anh hudng dén thj giac: Trong cac thir nghiém cé kiém soat, mét so lugng
I&n bénh nhan diéu tri béng pregabalin dugc bao céo la nhin m& hon so voi
bénh nhan diéu trj bang gla dugec. Trong cac nghlen ctru lam sang thwr nghiém
dwcrc tién hanh & khoa mat, ty 1& bénh nhan giam thj lyc va thay doi thi lwe khi
diéu tri bang pregabalin I&n hon so v&i bénh nhan dung gia dugc, ty 1é thay doi
day mat cing I&n hon & bénh nhan dung gla duﬂ;rr.: Phan (rng co hai cho thj
giac ciing da dwoc bao cdo bao gom: mat tam nhin, lam mo- hinh anh va
nhirng thay ddi khac vé thj lyc nhung chi dién ra trong thoi gian ngan. Ngung
pregabalin cé thé giam hodc mat triéu chirng thj giac.

- Mot so trwdng hop suy than da dugc bao bao, ngwng pregabalin co thé sé
hét xay ra tac dong nay

- Triéu chirng cai thudc: Ngwng thube sau khi dieu tri ngan han hoac 1au dai voi
pregabalin, trigu ching cai pregabalin da duoc quan sat & mot so bénh nhan
nhw méat ngl, nhire dau, budn nén, lo Iang, tiéu chay, hdi chirng cim, cang
thdng, trdm cam, dau, co giat, tang tiét md hoi va chéng mat. Bénh nhan can
dwoc théng bao vé dieu nay khi bat dau diéu tri. Co giat, bao 96m ca tinh trang
dong kinh va nhirng con co giat lon, c6 the xay ra trong qua trinh st dung
pregaballn hoac ngay sau khi ngwng dung pregaballn Llél'l quan dén wec
nghiém trl;mg cua cac trteu chirng cai thudc co the lién quan dén liéu.

- Suy tim sung huyét: Doi véi ngudi bénh da céd bénh tim tir tredc phai than
trong khi dung thudc vi ¢6 thé lam tang nguy co' gay suy tim.

- Chirc nang duong tiéu héa dwdi giam: Co nhirng bao cao lién quan dén chirc
nang dudng tiéu hoa dudi gidm (nhu liét rucvt tac rudt, tdo bén) khi pregabalin
t‘mo'c chi dinh diéu trj phoi hgp voi cac thude cé kha nang gay tao bon nhuw
thuGc giam dau opioid, nén xem xét sir dung cac bién phap ngan ngtra tao bén
khi str dyng pregabalin va upioid (dac biét & bénh nhan ni* va ngudi gié).

- Lam dyng va phu thudc thudc: Cac tredng hop Iam dungvalé thuoc thuoc da
dwoc bao cao. Theo ddi cac dau hiéu lam dung thudc (nhén thudc, xu huwéng
tang lidu hay hanh vitim kiém thudc).

- Bénh nao: Mét so truéng hop bénh ndo da dwoc bao cdo, chli yéu & bénh
nhan bj mét chirng bénh khac co thé thuc day bénh nao.

- Cac thudc chong co giat ké ca pregabalin thudng lam ting nguy co ¢é suy
nghi/ hanh vi ty sat. Do do, bénh nhan can dugc giam sat chat ché vé cac bieu
hién trdm cadm, khuynh huédng mudn ty sat, nhirng thay ddi hanh vi bat thuieong
trong qua trinh diéu trj va can dwoc hudng dan phai thong bao véi bac sTngay
khi cé cac diu hiéu trén xuat hién.

S’ DUNG THUOC CHO PHU NUF CO THAI VA CHO CON BU:

- Phu nir mang thai: Chuwa c6 di liéu day du ve viéc st dung pregabalin cho
phu nir mang thai. Khéng str dung pregabalin cho phu nir mang thai trir trird'ng
hop can thiét phai str dung (loi ich cho ngudi me vwot trdi nguy co tiem an trén
thai nhi).

- Phu ni»r cho con bu: Pregabalin dwoc bai tiet qua sira me. Hiéu qua cla
pregabalin tréntré so sinh chwa dwoc biét rd. Khuyén cao khéng cho con bu
khi dang dung thuéc.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC,
NGU®1 LAM VIEC TREN CAO VA CAC TRUONG HOP KHAC:

Pregabalin c6 kha nang gay chéng mat, bugn ngl, bénh nhan khdng nén 1ai xe
hay van hanh may méc khi dang dung thudc.

TUONG TAC, TUONG KY CUA THUOC:

Twong tac:

- Pregabalin [am ting ndng dé/ tac dung ctia ruou, thude udng chéng dai thao duong
nhém thiazolidinedion, thudc (rc ché than kinh trung wong, methotrimeprazin, cac



thube tre cﬁé thu hoi chon loc serotonin.

- Nong d¢ va tac dung cla pregabalin dugc ting Ién bdi droperidol, hydroxyzin,
methotrimeprazin.

- Nong d6 va tac dung cua pregabalin bj giam di boi ketorolac (toan than, nhé
mui), mefloquin.
Twong ky:

Do khéng €6 cac nghién clru vé tinh two ng ky cla thudc, khong trén 1an thube
nay voi cac thudc khac.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR):
Tan suéat gap ADR co6 thé bi énh huwdng bdi lieu dung hodc cac liéu phap phoi
hop. Trong cac thir nghiém vé déng kinh, ADR thudng xay ra nhiéu hon so voi
diéu tri dau. Sau day 1a cac ADR c6 trén ca 2 thir nghiém:,
Thwong gap, ADR > 1/100
- Tim mach: Phu ngoai vi
- Than kinh trung wong: Chéng mét, ngt ga ,mét diéu hoa, dau dau
- Hé tiéu hoa: Tang can, khé miéng
- Hé co - xuong: Run co
- Mat: Nhin mé, song thi
—Khac: Nhiém khuan
It gap, 1/1000 < ADR < 1/100
- Tim mach: Dau nguc, phu
- Than kinh trung uong: Viém day than kinh, suy nghi bat thuwdng, mét mai, |G
lan, sang khoai, roi loan ngén ngir, réi loan chu y, mat phoi hqp doéng tac, mat/
glam tri nhé, dau, chéng mat, cam glac bat thuwdng/ gidam cam gidc, lo lang,
tram cam, mat dinh huéng, ngu lim, st, mat nhan cach, tang tfreong lye co,
trang thai li bi, sung sO hoac kich dong.
- Da: Phu mat, vét tham tim, nglra
- Da day - rugt: Téo bon, thém an, day hoi, nén, dau bung, viém da day - ruét
- Sinh duc - tiét niéu: Tiéu nhiéu hodc tiéu khdng tw chl, mat khoai cam, giam
tinh duc
- Mau; Giam tiéu cau
- Co - xuwong: RO loan thang bang, dang di bat thwong, yéu co, dau khop, giat
co, dau lung, co that co, giat rung co, dj cam, tang CPK, chur.pt rut, dau co,
nhwqc CO'.
- M&t: Réi loan thi giac, giam thi giac, rung giat nhan cAu, viém két mac
- Tai: Giam thinh luc 4
- H6 hap: Viém xoang, kho thé, viem phé quan, viém hong - thanh quan
- Khac: HGi chirng cum, phan rng di trng
Hiém gap, ADR < 1/1’ 000

- Ap xe, suy than cap, 1& thuuc thudc, kich dong, albumin niéu, phan (rng phan
vé, thieu mau, phu mach, réi loan ngon ng, viem da day, ngtrng tho...
THONG BAO NGAY CHO BAC ST HOAC DUOC ST NHUNG TAC DUNG
KHONG MONG MUON GAP PHAI KHI S’ DUNG THUOC.
Hun'ng dan cach xir tri ADR:
- M6t s6 ADR lam nguwoi bénh phai ngirng thube. 4% ngudi bénh bj chcmg mat
hodic budn ngti phai ngwng diéu tri. Pa sb cac trun’ng hop bj nhin mo tu hét khi
tiep tuc dIEU tri, dwéi 1% nguoi bénh phai ngirng diéu tri. Néu rul Inan thi giac
kéo dai, can cho thdm kham mat.
- Phai ngrng lhuuc khi bi bénh co, hoac khi thay nung do CPK huyet thanh
tang cao it nhat gap 3 l1an mic cao clia giéi han binh thuwdng. _Phai ngtrng
thudce khi c6 tdng can, phu ngoai bién & nguwdi da cé bénh tim tlr trwdrc,
- Phu mach tuy hiém xay ra nhwng thuwong xdy ra ngay khi bat dau diéu trj
pregaballn do dé, trwdc khi cho bénh nhan dleu tri bang pregabalin can hoi ky
tien sir man cam va chuan bi phwong tién cap clru thich hop.

- Ngoai ra, can thong bao cho nguoi bénh va gia dinh biét vé tiém nang nguy

co tw sat khi dung thude chéng dong kinh. Phai chd y dén cac triéu chirng bao
hiéu nhu lo &u, vat va, hung han, tan cong, chéng dbi, thao cudng, méat ngti va
tram cam. Gia dinh can theo sat ngudi bénh,

- Khi ngirng thudc, tranh ngirng dot ngét, giam dan liéu trong khodng it nhat

mot tuan.

CAC DAC TINH DUQC LY:

Nhém duoc ly: Thude chong co giat, thube giam dau.

Ma ATC: NO3AX16

Dwoc Iwc hoc:

- Pregabalin 1& mét thuéc chong co giat va gidam dau. Pregabalin co ciu Iric
twong tw chat (rc ché than kinh trung wong GABA, song khéng gan truc tiép
véi cac thu the GABAA, GABAB, hay thu thé clia benzodiazepin, khong lam
tang dap ng clia GABAA, trén céac té bao than kinh nuéi cay, ciing khéng lam
thay doi nong dé GABA trén nao chuét, khéng anh hwdng dén thu hoi ciing
nhw thoai giang GABA. Trén cac té bao than kinh nudi cay, sir dung lau dai
pregabalin sé |am tdng mat do cac prolein van chuyén va lam tang téc do van
chuyén GABA. Pregabalin gan v&i cac mé than kinh trung wong véi i lwc cao
tai vj tri a, - & (Mot tiéu don vj cha kénh calci phu thudc dién theé). Mac du co

ché chinh xac clia pregabalin chwa duwoc biét day dl, song viéc gan voi tiéu -

don vj as - & c6 thé lién quan dén tac dung giam dau va chong co gial cla
pregabalin. In vitro, pregabalin lam gidm suw gidi phéng cac chat dan truyén
than kinh phy thudc calci nhu glutamal, norepinephrin, peptid lién quan dén
gen diéu hoda calcitonin va chal P, co thé théng qua diéu héa chirc ndng ciia
kénh calci. |
Dwerc dong hoc:

Hap thu: Pregabalin hap thu nhanh chong & duérng tiéu héa va ndng do téi da

dat dwgc sau khi udng la 1,5 gid: Sinh kha dung dwéng udng khodng 90%.
Thire an lam giam toc ﬂo chir khéng glém mure dt} hap thu, tuy nhién diéu
nay khdng cé y nghia vé mat |am sang. Nong do on dinh dat dwoc sau khi

‘ubng 1 - 2 ngay.

Phan bé: Pregabalin khéng gan véi protein huyét twong.

Chuyén héa: Pregabalin hau nhw khéng bj chuyén hoa.

Thai trir: Khoang 98% dwoc dao thai qua than duwéi dang khéng doi. Thm gian
ban thai trung binh la 6,3 gi&. D thanh thai ctia pregabalin ty & thuan v@i do
thanh thai creatinin. Pregabalin dwoc loai bo qua tham phan mau.

QUALIEUVACACHXU TRE: ~ .

Triéu chirng: Céc triéu chirng trong tredng ho'p qua liéu: budn ngu, trang thai 1U
|an, kich déng va bon chon, Hiém géap trwdrng hop hén mé da dwoc béo cdo.
Dieu trj: Can tién hanh céc bién phap didu trji hd tro cé thé gdm ca tham phan
mau néu can thiét.

QUY CACH BONG GOI: | ok .
- HOp 2 vi x 10 vién nang clrng * | .
- Hop 3 vi x 10 vién nang cirng
- Hop 5 vi x 10 vién nang cirng
- Hop 10 vi x 10 vién nang cirng
- Hop 1 chai x 30 vién nang cirng )
- Hép 1 chai x 60 vién nang clibtng i
- Hop 1 chai x 100 vién nang cung

BAO QUAN: Noi kho rao, nhiét do khéng qué 30°C, tranh anh sang. 4
HAN DUNG: 24 thang keé tir ngay san xuat. |
TIEU CHUAN: TCCS

Fa

AN THIEN PHARMA

CONG TY CO PHAN DU'O'C PHAM AN THIEN
314 Bong Sao, Phwdng 5, Quan 8, TP. H6 Chi Minh

San xuat tai nha may:
CONG TY CO PHAN DU'QC PHAM AN THIEN
L6 C16, Pworng SO 9, KCN Hiép Phuwarc,
Huyén Nha Bé, TP Ho Chi Minh

ASN024400/L102




	antivic 75-1
	antivic 75 - 2

