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TO HUONG DAN SU DUNG THUOC

Rx

Thube bdin theo don

PANTOPRAZOL 40 mg i

THANH PHAN: Mbi vién nén bao phim tan trong rut chira:
- Pantoprazol natri twong dirong Pantoprazol..........cciiiiiniiiiiinnn 40 mg
-T# dugre: Mannitol, Povidon K30, Natri carbonat, Natn croscarmellose, Magnesi stearat, Colloidal |
silicon dioxid A200, Eudragit L100, Triethyl citrat, Tale, Titan dioxid, Mau Tartrazin lake, Mau |
Sicovit red.
DANG BAO CHE: Vién nén bao phim tan trong rudt, ding uéng.
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 DINH:

- Loét da day, 1 trdng.
- Trao nguge da day - thye quin,
- Dir phing loér da day, 1 trang do diing thudc ching viém khang steroid,
- Céc tinh teang tang tiet acid bénh 1y nhu h$i chimg Zollinger-Ellison,
LIEU LUQNG VA CACH DUNG: ,fr]/‘
Ding udng
* Cich diing: /( g
- Udng méi ngay mit lin vio budi sang, trude hodc sau bira dn. Co thé udng cling thude khing acid
[-chac
- Udng nguyén vién, khéng duge bé, nhai hofic laim va vién thude. Phai tuin thi day di ca dot diéu
tri.
* Lidu ding:
- Trio nguege da diy - thiee quean: 20— 40 mg, 1 lan/ngay Vi budi sing trong 4 luan 6 thé tang
t&i 8 tuan khi can ﬂuci Co thé kéo dai dot diéu tri 16i 16 tudin & nhimg ngudi ¢6 vét loét thye quan
khong lién sau § twén diéu tr. Diéu trj duy tri: 20 - 40 mg mdi ngay.
- Loét da day lanh tink: 40 mg/ngdy, trong 4 dcn 8 tudn,
- Loét 1 trang: 40 mg/ngdy, trong 2 dén 4 win
- Bé tiét rir Helicobacter pylori, ciin phéi hop pantoprazol véi 2 khing sinh trong ché do diéu tr
dung 3 thuée trong | twin theo phdc dé: Pantoprazol 40 mg, ngay 2 lin (budi sing va 16i)
- Bieu tri dy phong loét ddmg tiéu héa do ding thude cl'mng viém khong steroid: 20 mg/ngay.
- Hii chieng Zollinger-Ellison (tang tiét acid bénh ly) : Lidu bit diu 80 mg/ngdy, sau do diéu chinh
lheo dip {mg cia ngudi bénh (ngudi lém tuoi liéu toi da 40 mg/ngiy). Co thé tang liéu dén 240 mg
mdi ngéy Néu liéu hang ngay lém hon 80 mg thi chia lam 2 lin trong ngay.
- DI voi nguoi suy gan ning: Phai giam liéu hodic ding cdch ngay. Licu t5i da mdi ngiy 1a 20 mg
hodic 2 ngay ding 1 1an 40 mg.
- Dbi véi ngudi suy thin: Thudng khang cin diéu chinh lidu.
- Tré em: Dd an 104n cia pantoprazol & tré em chua xde dinh,
CHONG CHI PINH: ; )
- Qua min véi bat ki thanh phin cia thude hogie dn xudt benzimidazol khic (nhu esomeprazol,
lansoprazol, omeprazol, rabepmul}
THAN TRONG KHI SU DUNG:

- Khi dimg thube dét ngdt, co thé gay hoi chimg ting tiét acid 1ra lai (rebound).
- Trurdre khi diing pamopmml phai loai trir kha nang ung thu da day vi thude ¢6 thé che ]ap triéu
chimg hodie lam cham chén dodn ung thr,
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- Than trong khi ding pantoprazol & ngwé bénh gan cip va man tinh hodc ¢6 ién sir bénh gan. |

Nl(‘mg d$ huyét thanh cia thube c6 thé ting nhe hoge giam nhe diao thai, nhumg khong cin chinh
lien.

- Phai gilir:ﬂ1 licu hodce dung cich ngdy cho bénh nhin bi xo gan hodc suy gan niing vé theo dai chire
ndng gan deu ddn. )

- Thiin trong & ngudi suy thiin, ngudi cao tuoi.

PHU NU CO THAI VA CHO CON BU:

* Pl ni¥ cd thai:

- Chua ¢6 nghién ciru day di khi dang pantoprazol & phy nir mang thai.

- Cde nghién ciru én dong vat da chimg minh pantoprazol qua dugc hang rie nhau thai, tuy nhién
chua quan st thay tdc dung gdy quéi thai. Cic liéu 15 mg/kg lam cham phat trién xuomg & thai. Chi
ding pantoprazol khi thit ciin thiét wong thén ky mang thai.

* Phu nir cho con bi:

- Chua bict pantoprazol ¢d bii tiét vio sia ngudi hay khong. Tuy nhién, pantoprazoel vi cac chit
chuyen hoa cia nd bai tiet vio sira chugt cong. Dya wén tiém ndng ghy ung thr & chudt cia
pantoprazol, cin cin nhiic ngimg cho con bi hay ngimg thude, thy theo lgi ich cia pantoprazol vai
nguiri me.

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

Thudce ¢6 thé gay chéng mijt va dau diu. Thin trong khi I4i xe va van hanh may méc.

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

- Pantoprazol lam giam hap thu cia m@t s6 thude cé sy hip thu phu thuge vao pH da day nhu :
ketoconazol, itraconazol. *

- Pantoprazol duge chuyén hoa & gan nhir hé enzym cytochrom Pyso, nhung khéng gdy (e ché hojic
cam img hoat tinh hé enzym nay. Tuy nhién & lim sang chua thiy twong tic ding ki giira
pantoprazol v diazepam, digoxin, nifedipin, phenytoin, theophyllin, warfarin hodc cic thuoc trinh
thai dutmg udng. :

- Pau co ning va dau xuong ¢6 the xay ra khi diing pantoprazol eting véi methotrexat,

TAC DUNG KHONG MONG MUON:

Mhin chung, pantoprazol dung nap 1t ca khi didu tri ng.’;.n han va dai han. Cic thude ire ché bom —
proton Jam giam d acid & da diy, ¢6 the ting nguy co nhiém khudn dudng tiéu hoa, ey
Theimg gdp, ADR > 17100 i :4.51'_‘.“
Todn thin: Mét, chéng mit, dau diu. :mﬂ
Da: Ban da, miy day. ) : iy
Tiéu héa: Khé miéng, budn ndn, ndn, day hoi, dau bung, tio bon, tiéu chay. va g;}MESrc'
Co khép: Dau co, dau khap. /f, 7 S
frgap, 11000 < ADR < 1/100 ‘ -
Toan than: Suy nhuge, chodng ving, chong miil, mat nga. .
Da: Ngima. »
Gan: Tang enzym gan.

Hiém gap. ADR < 1/1000

Toédn than: Todt mo hai, phit ngoai bién, tinh trang kho chiu, phan vé. i
Da; Ban sat din, trimg ¢, ryng t6¢, viém da trée vay, phit mach, hong ban da dang. :;

Tiéu hoa: Viém miéng, ¢ hoi, roi loan tiéu hoa.

Mit: Nhin mé, chimg s¢ 4nh séng. _

Thén kinh: Mét ngii, ngit g, kich ddng hodc irc ché, i tai, run, nhim fn, 4o gide, dj cim.
Miu: Ting bach ciu ua acid, mat bach cau hat, giam bach cdu, giam tidu eiu.

Ngi tiét: Liét duong, bt lyc & nam gidi.

Tiét niéu; Tiéu mau, viém thin kg.

Gan: Viém gan, ving da, bénh niio & ngudi suy gan, ting triglyceride.

Réi loan ion: Giam natri mau. ) -
Théng bao cho Bac s nhimg tic dung khiong mong muon gip phai khi sir dung thuoe.
Hurémg dén cich xir tri ADR
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Pantoprazol thuong dung nap tot. Dau bung, tiéu chay, nhire diu, mét méi thuomg hét khi ticp tuc
dicu i, rat it khi phai ngimg thude. Can phai theo doi cae riéu chimg nhur nhin mé, trim cam, viém
da..., tiéu ra mdu, phat ban, 1igt duong...Néu kéo dii phai ngimg thubc hojc chuyén sang thube
khde,

QUA LIEU VA CACH XU TRi:

- Tri¢u chimg qué liéu ¢ thé 1a: Nhip tim hoi nhanh, gidn mach, ngi ga. i lin. dau déu, nhin m,
dau bung, budn nén, ndn,

- Xir tri: Rira dy day, diing than hoat, diéu trj tri¢u chimg va ho trg. Theo doi hoat dong cua tim,
huyét ap. Néu ndm kéo dai, phai theo i tinh trang nuréde va dién gidi. Do pantoprazol giin manh vio
protein huyet tuong, phuong phép tham tach khong loai duge thude.

DUQC LYC HQC:

Pantoprazol I thudc ire ehé bom proton, Thube vio cic ong tiét acid cia té bao thanh dg day dé
duge chuyén thanh chit sulfenamid dang ¢6 hoat tinh, dang nay lién két khong thudin nghich voi
enzym H/K' « ATPase (con poi ld bom proton) ¢ trén be mit té bao thanh da diy, gdy ic ché
enzym nay, nglin can bude cudi cling cda sy bii 1iét acid vio long da ddy. Vi viy pantoprazol ¢6 tic
dyng irc ché da day 1iét acid co ban va ca khi da day bj kich thich do bit kv tac nhan kich thich ndo,
Tae dung cna pantoprazol phy thuje vio lién ding, thiri gian tre ché bai tiét acid dich vi kéo dai hon
24 pitr, mac dis thivi gian bin thii cia pantoprazol ngiin hon nhiéu (0.7 — 1,9 gidy).

Sau liéu ubng khai déu 40 mg pantaprazol, bai tiét acid dich vi bi e ché trung binh 51% sau 2.5
giér, Uding pantoprazol mdi ngdy mdt lin 40 mg wrong 7 ngay lam gidm 16i 85% bai tiét acid dg day.
Bai it acid da day tré i binh thuimg trong vong 1 tuan sau khi ngimg pantoprazol. Ngoai ra,
pantoprazol con cd thé logi trir Helicobacter pylori & da ddy & ngudi bi loét @ trang vivhode viem
thye quan trdo nguge bi nhiém vi khuin do. Ir vitro, pantoprazol lam giam so lugng H.pylori gap
hon 4 Fin & pH 4.

DUGC DPONG HOC:

Pantoprazol hdp thu nhanh, dat ndng dd cao nhit trong méu sau khi uong khodng 2 — 2.5 gio.
Pantoprazol hip thu tét, it bj chuyén hoa bude diu & gan, sinh kha dung duimg udng khodng 77%.
Pantoprazol gin manh vio protein huyét twomg (98%), thé tich phin bd & ngudi lim 130,17 livkg,
Pantoprazol chuyén hoa chi yéu & gan nhir hé enzym cytochrom Pygo, isoenzym CYP2CI9 de
chuyén thanh desmethylpantoprazol. Mgt phan nho duge chuyén hoa bii CYP3IA4, CYP2D6,
CYP209, O mot s ngudi thiéu hyt hé thing enzym CYP2C19 do di truyén Fam chim chuyén hoa
pantoprazol, dan dén ndng dd thudc trong huyét twong c6 thé tang cao gip 3 1in so voi ngudi co d
enzym. Thi gian ban thai cva pantoprazol 14 0,7 — 1.9 gid, kéo dai & ngudi suy gan, xo gan (3 - 6
gidr) hodie ngudn chuyén hoa thude chim do di truyén (3.5 = 10 gid). Che chiat chuyén hoa thii
chu véu qua thin (khoang §0%). 18% qua mét viio phin,

BAO QUAN: Nai kho, nhi¢t 49 dudi 30 °C. trénh dnh sing.

HAN DUNG: 24 théng ké tir ngdy sin xudt, /()4‘" A
THUOC NAY CHI DUNG THEO DON CUA BAC SL

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG.

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

DE XA TAM TAY TRE EM.

NHA SAN XUAT VA PHAN PHO1

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: 66 - Quédc 16 30 — Phuong M7 Phia — TP Cao Linh — Dong Thip |
Dién thoai: 067, 3851950 |
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