RX THUOC BAN THEO DON

PANTOPRAZOL 40mg

THANH PHAN: MJdi vién nén bao phim tan trong rudt chira:

- Pantoprazol natri tuong duong Pantoprazol ... 40 mg
- Ta dugc: Mannitol, Povidon K30, Natri carbonat, Natri croscarmellose, Magnesi stearat, Colloidal silicon
dioxid A200, Eudragit L100, Triethyl citrat, Talc, Titan dioxid, Mau Tartrazin lake, Mau Sicovit red.
DANG BAO CHE:

Vién nén bao phim tan trong rudt, dung ubng.

QUY CACH PONG GOI:

- Hop 1 vi, mdi vi 14 vién.

- Hop 2 vi, mdi vi 7 vién.

- Hop 3 vi, mdi vi 10 vién.

- Hop 10 vi, mdi vi 10 vién.

- Hop 10 vi, mdi vi 14 vién.

CHI PINH:

- Loét da day, ta trang.

- Trao ngugc da day - thuc quan.

- Du phong loét da day, ta trang do dung thudc chdng viém khong steroid.

- C4c tinh trang tang tiét acid bénh 1y nhu hoi chimg Zollinger-Ellison.

LIEU LUQNG VA CACH DUNG: Dung udng

* Cach dung:

- Uong mdi ngay mot 1an vao budi sang, trudc hodc sau bita an. C6 thé udng cing thude khang acid khéc.

- Uong nguyén vién, khong dugc bé, nhai hodc 1am v& vién thudc. Phai tuan thu day du ca dot diéu tri.

* Lidu dung:

- Trao ngugc da day — thuc quan: 20 — 40 mg, 1 lan/ngay vao budi sang trong 4 tuan, co thé ting téi 8 tuan
khi can thiét. C6 thé kéo dai dot dicu tri toi 16 tuan ¢ nhimng ngudi ¢ vét loét thuc quan khong lién sau 8
tuan diéu tri. Diéu tri duy tri: 20 — 40 mg mbi ngay.

- Loét da day lanh tinh: 40 mg/ngay, trong 4 den 8 tuan.

- Loét t& trang: 40 mg/ngay, trong 2 dén 4 tuan

- Dé tiét trir Helicobacter pylori, can phdi hop pantoprazol véi 2 khang sinh trong ché @ diéu tri dung 3
thudc trong 1 tudn theo phac dd: Pantoprazol 40 mg, ngay 2 lan (budi sang va tdi)

- Diéu tri du phong loét duong tiéu hoa do dung thudc chong viém khong steroid: 20 mg/ngay.

- Hoi chitng Zollinger-Ellison (tang tiét acid bénh 1y): Liéu bat dau 80 mg/ngay, sau do diéu chinh theo dap
Ung cua nguoi bénh (nguoi 16n tudi lidu t6i da 40 mg/ngay). Co6 thé ting licu dén 240 mg mdi ngay. Néu
lidu ‘hang ngay 16n hon 80 mg thi chia lam 2 lan trong ngay.

- Béi véi nguol suy gan nang: Phai giam lidu hodc dung cich ngay. Lidu tdi da mdi ngay 1a 20 mg hodc 2
ngay dung | 1an 40 mg.

- DB6i v6i nguoi suy than: Thuong khong can diéu chinh liéu.

- Tré em: Do an toan cua pantoprazol ¢ tré em chua xac dinh.

CHONG CHI PINH:

Qua mén vé6i bat ky thanh phan ciia thude hodc din xuat benzimidazol khac (nhu esomeprazol, lansoprazol,
omeprazol, rabeprazol).

THAN TRONG KHI SU DUNG:

- Khi dirng thudc dot ngot, co thé gay hoi chimg tang tiét acid tro lai (rebound).



- Trudc khi dung pantoprazol, phai loai trir kha ning ung thu da day vi thude c6 thé che l4p triéu chimg hodc
1am cham chan doan ung thu.

- Thén trong khi dung pantoprazol ¢ nguoi bénh gan cap va man tinh hoic c6 tlen sir bénh gan. Nong do
huyét thanh cta thude co thé ting nhe hodc giam nhe dio thai, nhung khong can chinh lidu.

- Phai giam liéu hodc ding cach ngay cho bénh nhan bi xo gan hodc suy gan ning va theo ddi chirc ning
gan déu din. _

- Than trong & ngudi suy than, ngudi cao tudi.

PHU NU CO THAI VA CHO CON BU:

* Phu ntr c6 thai:

- Chua ¢6 nghién ctru dy du khi dung pantoprazol ¢ phu nir mang thai.

- Céac nghién cuu trén dong vat da chung minh pantoprazol qua dugc hang rao nhau thai, tuy nhién chua
quan sat thdy tac dung gy quai thai. Cac lidu 15 mg/kg lam chdm phat trién xwong & thai. Chi ding
pantoprazol khi that can thiét trong thdi ky mang thai.

* Phu nit cho con bu:

- Chura biét pantoprazol c6 bai tlet vao stra nguoi hay khong. Tuy nhién, pantoprazol va cac chat chuyen hoa
ctia nd bai tiét vao sita chudt cong Duya trén tiém niang gy ung thu & chudt ctia pantoprazol, can can nhic
ngimg cho con bu hay ngimg thude, tuy theo loi ich ctia pantoprazol véi nguoi me.

ANH HUGNG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thudc c6 thé gay chong mit va dau dau. Than trong khi 14i xe va van hanh may moc.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Pantoprazol lam giam hap thu ctia mot s6 thudce c6 sy hap thu phu thudc vao pH da day nhu : ketoconazol,
itraconazol.

- Pantoprazol duoc chuyén hoa ¢ gan nhd hé enzym cytochrom Paso, nhung khong géy tre ché hodc cam tmg
hoat tinh hé enzym nay. Tuy nhién & 14m sang chua thiy twong tac dang ké giita pantoprazol va diazepam,
digoxin, nifedipin, phenytoin, theophyllin, warfarin hodc cac thudc tranh thai duong udng.

- Pau co ning va dau xuong c6 thé xay ra khi ding pantoprazol cting véi methotrexat.

TAC DUNG KHONG MONG MUON:

Nhin chung, pantoprazol dung nap t6t ca khi diéu tri ngan han va dai han. Cac thudc trc ché bom proton lam
giam do acid & da day, c6 thé ting nguy co nhiém khuan duong tiéu hoa.

Thuwong gap, ADR > 1/100

Toan than: Mét, chong mat, dau dau.

Da: Ban da, may day.

Tiéu hoa: Khd miéng, budn ndn, ndn, ddy hoi, dau bung, tao bon, tiéu chay.

Co khép: Bau co, dau khop.

It gap, 1/1000 < ADR < 1/100

Toan than: Suy nhugc, choang vang, chong mit, mat ngi.

Da: Ngura.

Gan: Tang enzym gan.

Hiém gdp, ADR < 1/1000

Toan than: Toat md hoi, phu ngoai bién, tinh trang kho chiu, phan v¢.

Da: Ban sat dan, trung c4, rung toc, viém da troc vay, phu mach, héng ban da dang.

Tiéu hoa: Viém miéng, o hoi, réi loan tiéu hoa.

Mit: Nhin mo, chiing so anh séng.

Thén kinh: Mat ngu, ngu ga, kich dong hogc e ché, U tai, run, nham lan ao giac, di cam.

Mau: Tang bach cau va acid, mat bach cau hat, giam bach ciu, giam tiéu cau.

Noi tiét: Liét duong, bét lyc & nam gidi.

Tiét niéu: Tiéu mau, viém than k&.

Gan: Viém gan, vang da, bénh ndo ¢ nguoi suy gan, tang triglyceride.



R6i loan ion: Giam natri mau.

Thong bao cho Bac si nhitng tic dung khong mong mudn gip phai khi sir dung thude.

Huéng din cach xir tri ADR

Pantoprazol thuong dung nap t6t. Pau bung, tiéu chay, nhirc dau, mét moi thuong hét khi tiép tuc dleu tri,

rat it khi phai ngimg thudc. Can phai theo ddi cac triéu chimg nhu nhin mo, trdim cam, viém da..., tiéu ra
mau, phat ban, lit duong .Néu kéo dai phai ngimg thudc hodc chuyén sang thudc khéc.

QUA LIEU VA CACH XU TRi:

- Tri¢u ching qua lidu c6 thé la: Nhip tim hoi nhanh, gidn mach, ngu ga, It 1an, dau dau, nhin mé, dau bung,
budn ndn, non.

- Xu tri: Rura da day, dung than hoat, diéu tri triéu chirg va hd trg. Theo ddi hoat dong cua tim, huyét ap.
Néu non kéo dai, phai theo ddi tinh trang nudc va dién giai. Do pantoprazol gan manh vao protein huyét
turong, phuong phap thim tach khong loai duoc thude.

DUQC LUC HQC:

Pantoprazol la thudc e ché bom proton. Thude vao cac dng tiét acid ciia té bao thanh da day dé duogc
chuyén thanh chat sulfenamid dang c6 hoat tinh, dang nay lién két khong thuan nghich véi enzym H+/K+ -
ATPase (con goi la bom proton) co6 trén bé mit té bao thanh da day, gay uc ché enzym nay, ngan can budc
cubi cung cua sy bai tiét acid vao long da day. Vi vy pantoprazol ¢ tac dung trc ché da day tiét acid co ban
va ca khi da day bi kich thich do bét ky tac nhan kich thich nao. Tac dung ctia pantoprazol phu thudc vao
liéu dung, thoi gian @c ché bai tiét acid dich vi kéo dai hon 24 gio, mic du thdi gian ban thii cia
pantoprazol ngan hon nhiéu (0,7 — 1,9 gio).

Sau liéu udng khoi dau 40 mg pantoprazol, bai tiét acid dich vi bi tc ché trung binh 51% sau 2,5 gio. Ubng
pantoprazol mdi ngay mot lan 40 mg trong 7 ngay lam giam t6i 85% bai tiét acid da day. Bai tiét acid da
day tré lai binh thudng trong vong 1 tuan sau khi nglg pantoprazol. Ngoai ra, pantoprazol con c6 thé loai
trir Helicobacter pylori & da day ¢ nguoi bi loét ta trang va/hodc viém thuc quan trao nguoc bi nhiém vi
khuan d6. In vitro, pantoprazol lam giam s6 luong H.pylori gip hon 4 1an & pH 4.

DUQC PONG HOQC:

Pantoprazol hép thu nhanh, dat nong do cao nhat trong méau sau khi uong khoang 2 — 2,5 gi¢. Pantoprazol
hap thu tét, it bi chuyen hoa budc dau & gan, sinh kha dung duong ubéng khoang 77%. Pantoprazol gan
manh vao protein huyét twong (98%), thé tich phan bd & ngudi 16m 12 0,17 lit/kg.

Pantoprazol chuyén héa chii yéu ¢ gan nhd hé enzym cytochrom Paso, isoenzym CYP2C19 dé chuyén thanh
desmethylpantoprazol Mot phan nho dugc chuyén hoa bai CYP3A4, CYP2D6, CYP2C9. O mot ) nguoi
thiéu hut hé thong enzym CYP2C19 do di truyén 1am cham chuyén hoa pantoprazol, dan dén nong do thudc
trong huyét tuong c6 thé tang cao gip 5 1an so v&i ngudi co du enzym. Thoi gian ban thai cua pantoprazol la
0,7 — 1,9 gio, kéo dai & ngudi suy gan, xo gan (3 — 6 gid) hodc nguoi chuyén hoa thude cham do di truyén
(3,5 — 10 gid). Cac chat chuyén hoa thai trir cht yéu qua than (khoang 80%), 18% qua mat vao phan.

BAO QUAN: Noi khé, nhiét d6 dudi 30 °C, tranh anh sang.

HAN DUNG: 24 thang ké tir ngay san xuat.

THUOC NAY CHI DUNG THEO PON CUA BAC SI.

PQC KY HUONG DAN SU DUNG TRUOC KHI DUNG.

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.

DE XA TAM TAY TRE EM.



