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VIEN NANG TAN TRONG RUQT

 PANTOPIL

(THUOC BAN THEO DON)
Thanh phian: M3i vién nang chira
PETITEDTITON wunain o cnonisunnnas i euiss v Ko s s s e oo s s S AR RS G b : 40mg
(dang vi nang 8,5%)

Ta dwgc (HPMC E 5, mannitol, sucrose, cro.s‘powdone HPMC phthalate, : 1vién
diethyl phthalate) vira di... R —

Duge lye hoe: Thude nhém thudc trc ché bom proton. .,
Pantoprazol vao cdc Ong ti€t acid cua t€ bao thanh cta da day dé duoc chuyén héa thanh sulfenamid

dang c6 hoat tinh, dang nay trc ché khong thuan nghich enzym H'/K* - ATPase ngin can budc cudi
cling cia sy tiét acid vao long da day. Vi vdy, pantoprazol ¢6 tic dung (rc ché da day tiét acid co ban
va ca khi bi kich thich do bét ctr téc nhan nao.

Sau lidu ubng khéi diu 40mg pantoprazol, bai tiét acid dich vi tc ché trung binh 51% sau 2,5 gio.
Ubng pantoprazol mi ngdy mot lan 40mg trong 7 ngay lam giam t6i 85% bai tiét acid da day. Bai
tiét acid da day tré lai binh thudng trong vong 1 tun sau khi ngirng pantoprazol va khong cé hién
tuong tdng acid trd lai.

Ngoai ra, pantoprazol con c6 thé loai trir Helicobacter pylori & da day véi ngudi bi loét té trang
va/hodc viém thuc quan trdo ngugc bi nhiém vi khuén d6. Invitro, pantoprazol lam giam sé lugng

H.pylori gép hon 4 1an ¢ pH 4. /\/a
LB o

Duwge dong hoc: 3 'U:_.;:‘_/

Hép thu ;.' {::‘ r

Pantoprazol hap thu nhanh, dat ndng do dinh trong huyét tuong khoang 2 — 2,5 gios sau khi uéng. || « |
Pantoprazol hap thu tot, it bi chuyén héa budc diu & gan, sinh kha dung dudng udng khoang 77%. | \"
Phan b

Pantoprazol gén manh vao protein huyét tuong (98%), thé tich phan b6 & ngudi 16m 12 0,17 lit/kg.
Chuyén hod

Thude chuyén héa chi yéu & gan nhd isoenzym CYP2C19, hé enzym cytochrom P450 thanh
desmethylpantoprazol. Mt phan nhé dwoc chuyén héa bai CYP3A4, CYP2D6, CYP2CH.

Théi trir 30 X
Thoi gian ban thai trong huyét trong khoang 0,7-1,9 gidy, kéo dai & ngudi suy gan, xo gan (3-6 gio) :__‘_‘_\
hogic ngudi chuyén héa thuée cham do di truyén (3,5 — 10 gid). Céc chit chuyén héa thai trir cha yéu H{"E
qua than (khoang 80%), 18% qua mét vao phéan.
Chi dinh: Thudc dugc sir dung diéu trj trong c4c trudng hop sau: | s
- Trao ngugc da day - thuc quéan
- Loét da day - ta trang lanh tinh. .
- Du phong loét da day, ta trang do diing thudc chéng viém khéng steroid. K
- Céc tinh trang ting tiét acid bénh Iy nhu hoi ching Zollinger — Ellison. §
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Liéu lrgng va cich dung: Liéu dung theo chi dinh ctia bac sT hodc liéu théng thudng cho ngudi
16n:

- Diéu tri bénh trao ngugc da day — thuc quan: udng mdi ngay mét 1an 20 — 40 mg vao budi
sang trong 4 tuan, c6 thé tang 1én 8 tuan. O nhimng ngudi c6 vét loét thuc quan khong lién sau 8
tudn diéu tri, c6 thé kéo dai dot didu tri t&i 16 tuln. Didu tri duy tri: 20 — 40 mg mdi ngay. D6 an
toan va hiéu qua diing liéu duy tri trén 1 nim chua dugc xé4c dinh.

- Diéu tri loét da day lanh tinh: ubng 1 1dn 40 mg/ngay x 4 — 8 tuan.

- Loét ta trang: ubng 1 14n 40mg/ ngay x 2 — 4 tuén.

- Dé diét trir Helicobacter Pylori, phac d6 hiéu qua: pantoprazol: 40mg/ ldn x 2 lan/ngay
(budi sang va budi tdi) + clarithromycin 500mg x 2 1dn/ngay + amoxicillin 1,0g x 2 l4n/ngay hosic
metronidazol 400mg x 2 lan/ngay.

- Dy phong loét da day & ta trang do ding NSAID: 20 mg, 1 lin/ngay.

- PDiéu tri hoi chiing Zollinger — Ellison: 40 mg/ 1in/ngay, didu chinh theo d4p Gmg ciia bénh
nhan.

Cdch dimg: Dung mdi ngay 1 l4n vao budi sdng, trudc hodc sau bita &n déu dugc. Thubc khang acid
¢6 thé ubng dong thoi véi thude nay. Khi udng pantoprazol phai nudt ca vién, khong dugc bé, nhai
ho#c 1am v& vién thudc. Phai tudn thi ddy du ca dot diéu tri.

Chong chi dinh: ) . )
Qu4 man véi v6i bit ky thanh phan nao cua thude.

Twong tic thude:

Lam anh huéng dén sinh kha dung ctia céc thudc hép thu phu thude pH: ketoconazol, itraconazol.
Khi ding methotrexat cling v6i pantoprazol c6 thé xay ra dau co ning va dau xuong.

Thén trong:

Trude khi ding thudc (rc ché bom proton, phai loai trir kha ning ung thu da day vi thubc c6 thé che

14p triéu chimg, 1am cham chén doén ung thur. 020
Than trong khi ding & ngudi bi bénh gan (cdp, man hogc c6 tién sir), nhung khong can diéu chinh G1T
lidu. HA
Tranh ding khi bi xo gan, hogic suy gan niing. Néu diing phai giam liéu hoic cho céch 1 ngay 1 lAn. oL

% IAD
Phai than trong khi & ngudi suy than, nguoi cao tudi. \Al

Tac dung ngoai y: T
- Thuong gip, ADR >1/100 —
Mét, chéng mit, dau dau, ban da, may day, khd miéng, budn nén, non, ddy hoi, dau bung, tio bon, ia
chay, dau co, dau khép.

- ft gap, 1/1000 < ADR < 1/100

Suy nhugc, choang vang, chéng mit, mit ngu, ngira, ting enzym gan.

- Hiém gap, ADR < 1/1000

Toat md hdi, phu ngoal bién, tinh trang kho chiu, phan vé. Ban dat san, trimg c4, rung téc, viém da
troc vay, phu mach, hong ban da dang. Viém miéng, o hoi, ri loan tiéu héa. Nhin m, chiing sg dnh U
sang. Mat ngu, ngu ga, tinh trang kich dong hodc (rc ché, u tai, run, nhdm I4n, a0 giac, di cam. Tang

bach cu ua acid, mat bach cau hat, giam bach cAu, giam tiéu cau. Liét duong, bat lyc & nam gidi.
Viém gan, vang da, bénh nfio & ngudi suy gan, tang triglycerid. Giam natri mau.

*Théng bdo cho Bic si cdc tdc dung khong mong muébn gip phdi khi si dung thubc
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Sir dung cho phu nir ¢6 thai va cho con ba :
Chua c6 nghlen ctru ddy du khi diing pantoprazol & ngudi mang thai, vi vdy chi sir dung pantoprazol

khi that can thiét trong thoi ky mang thai.

Phy nif cho con bii ¢6 thé can nhéc dé sit dung thubc trong trudng hop can thiét va ngimg cho con bu
khi sir dung thude.

Téc dong ciia thuoc khi 14i xe va vin hanh may méc :

Khong anh hudng dén kha nang i xe va van hanh may moc.

Qui liéu va cach xir tri :

Cac sb liéu vé qua lidu cuia céc thube e ché bom proton & ngudi con han ché. Céc diu hiu, tridu
chimg cua qua lidu c6 thé 1a: nhip tim hoi nhanh, gidn mach, ngu ga, lu 1an, dau ddu, nhin mo, dau
bung, bdn nén va non.
Xir tri: Rura da day, dung than hoat, diéu trj tridu chimg va hd trg. Theo d&i hoat dong cua tim va
huyét ap, néu ndn kéo dai phai theo dai tinh trang nude va dién giai.
Thém tach mau khong c6 tac dung ting thai trir pantoprazol vi thudc gén nhidu vao protein.
Khuyén cio :
- Poc ky hwéng din sir dung trude khi dung. Néu can thém thong tin, xin hoi y kién béc sT hodc
dugce si
- Khéng dung thuSc qua han ghi trén hop, hodc c¢6 nghi ngd vé chét luong ctia thudc nhur : vién bi
bién mau, vién bi uét.
Trinh bay va béo quén :
- Thude ép trong vi bam 10 vién, hop 1 vi, hop 2 vi, kém theo t& hudng dan sir dung.
- Bé thudc noi kho thoang, tranh anh sang, nhiét do 15-30°C. PE XA TAM TAY TRE EM.
- Han diing : 36 théng ké tir ngy san xuét
- Tiéu chuén ap dung : TCCS SPK :
Thubc dwgc sin xudt tai
CONG TY CO PHAN DUQC DANAPHA
253 — Diing Si Thanh Khé — TP. Pa Néng

Va dwoc phin phoi trén toan qubc.
Da Ning ﬂgayZ‘f} thangOﬁ}nam 2012
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