Pantoprazol

Tai liéu théng tin cho can bo y té

Thanh phan:

*Choméi lo bgtdong khé pha tiém:
Pantoprazol natri sesquihydrat
tuong duong véi Pantoprazol

Ta dugc ( Dinatri Edetat) viada.............. .

* Cho m&i 6ng dung méi pha tiém:

...90,0mg
Nuéc catphatiémviiadi........ccceeevcecenenens 10,0ml

Dangbao ché: Thudctiémbot dong kho.

Quy cach déng géi: Hop gdbm: 1 lo thuéc tiém bot dong khé va 1 6ng dung

mdi.

Dugc luchoc:

Chattc ché bom Proton

Pantoprazol khivao cdc 6ng tiét acid clia t& bao thanh da day dugc chuyén
héa thanh chat sulfenamid dang c6 hoat tinh, dang nay lién két khong thuan
nghich véi enzym H'/K*-ATPase (con goi la bom proton) c6 trén bé matt€bao
thanh da day, gay tic ch€ enzym nay, ngan cdn budc cudi ciing ctia sutbai tiét
acid vao long da day. Vi vay pantoprazol c6 tdc dung tc ché da day ti€t acid
cobén va ca khi da day bi kich thich do bét ky tdc nhan kich thich nao. Tac
dung clia pantoprazol phu thudc vao liéu diing, thoi glan Gic ch& bai tiét acnd
dich vi kéo dai hon 24 gig, mac di thai gian bén thai ciia pantoprazol ngdn
hon nhiéu(0,7-1,9 gio).

Dugcdgnghoc:

Thudc hap thutét, it bi chuyén héa budc dau qua gan. Thuéc gdn manh vao
protein huyé&t tuong (98%), thé tich phan bd & ngudilén 12 0,17 lit/ kg.

Thai gian kéo dai tic dung chang bai tiét acid da day khi tiém tinh mach
pantoprazol | 24 gi¢. Sau khi tiém tinh mach 1 liéu don ti 20 mg dén 120
mg, tdc dung thusc bdt dautrong vong 15 - 30 phit va tdc dung 3 trong vong 24
gid phu thudc vao lidu tir 20 - 80 mg. Trong vong 2 gio saukhitiém lieu80 mg,
luu lugng bai tiét acid hoan toan bi loai bd. Liéu 120 mg ciing khong lam tang
tacdung.

Thuéc (huyen héa chii yéu & gan nhd enzym cytocrom P450, isoenzym
CYP2C19 dé chuyén thanh desmethylpantoprazol. Mot phdn nhé dugc
chuyén h6abdi CYP3A4, CYP2D6, CYP2C9.

Thai gian ban thdi cda pantoprazol 13 0,7 - 1,9 gio, kéo dai & ngudi suy gan,
xd gan (3 - 6 gid), ngudii chuyén héa thudc cham do di truyén (3,5 - 10 gid).
Céc chat chuyén héa thdi trif chti y&u qua than (khodng 80%), qua mat vao
phén (18%).

Chidinh:
-Loéttatrang, daday
-Traongugcdaday thucqudn
- Hoi chiing Zollinger-Ellison va trong tinh trang tdng bai ti€tbénh ly.
Liéuding va cichdiing:

Chi dung thudc tiéem bot dong kho Vintolox khi khéng dung dugc
Pantoprazol dudng uéng.

Chuén bi tiém: Dung bom tiém vé trang hat hét lugng dung méi trong 6ng
dung mdi chovao lo bot Vintolox, ldc déu chothudc tan hoantoan.

Loét da day, té trang; trao ngugc da day thuc quan: tiém tinh mach trong
thdi gian itnhat 2 phat, mdi ngay mét1an 40mg

Diéu tri duy tri Hoi chiing Zollinger-Ellison va cac truong hop téng bai tiét
bénh ly: Nguoi bénh nén bt dau diéu tri v6i liéu 80mg Pantoprazol/ngay
saudé mdingay motlan 80 mg, diéu chinh theo dép ting ctia ngudi bénh, liéu
t6i da 240 mg/ ngay. Néu liéu hang ngay ngudi |6n hon 80 mg thi chia lam 2
lantrong ngay.

Phai gidm liéu & nguai suy gan nang hodc phdi diing cach ngay: Liéu tdi da
mdingay 20 mg hodc hai ngay ding mot1dn 40 mg.

Dai véi ngudi suy than: Thusng khong can diéu chinh liéu.

Tré em: D6 an toan va hiéu lyc ctia pantoprazol 6 tré em chua xac dinh.
Chuyén sang dung Pantoprazol dang uéng ngay khi c6 cac ddu hiéulam sang
chophép.

Chdng chidinh: Qua mén v6i bat ky thanh phan nao ctiathudc.
Tacdungkhéng mong mudn:

Nhin chung, thuéc dung nap t6t cd khi diéu tri ngdn han va dai han. Cac
thudc ttc ché& bom proton lam gidm dé acid & da day, c6 thé tang nguy co
nhiém khudn dudngtiéuhéa.

Thudng gap: ADR >1/100

Toanthan: mét, chéng mat, daudau.

Da:banda, may day.

Tiéuhéa: khd miéng, budn non, non, day hoi, daubung, tiobon, ia chay.

Bt

ftgap, 1/1000< ADR<1/100

Toan than: Suy nhugc, chodng vdng, chéng mat, mat ngd. {
Da: ngtia. :
Gan:tangenzymgan. 4}/[ /4 64

Hiém gap: ADR <1/1000

Toan than: todt md hai, phii ngoai bién, tinh trang khé chiu, phdn vé.

Da: ban dat san, triing c4, rung téc, viém da tréc vdy, pht mach, héng ban da
dang.

Tiéuhéa: viemmiéng, ¢ hai, rdi loan tiéu héa

M&t: nhin mg, chling sg dnh sang.

‘Than kinh: mat ngi, ngd ga, tinh trang kich dong hodc tc ché, u tai, run, nham
1an, dogidc, dicdm.

Maéu: ting bach cduua acid, matbach cduhat, gidmbach ciu, gidmti€u cau.

Nbi tiét: liét duong, bat Iuc 6 nam gii. ]

Tiétniéu: ddi mau, viemthan ké.

Gan:viémgan, vang da, bénh nao ¢ ngudi suy gan, tangtriglycerid.

R&i loan ion: gidm natri mau

“Théngbao cho thiy thudc cic ticdung
khéng mong mudn gap phai khi st dung thudc”
Thantrong:

Chinén diing dang tiém khi khéng diing dugc pantoprazol dang ung.

Trudc khi dung pantoprazol ciing nhu cac thusc khac cho ngudi loét da day, phai
loai trir khd nang ung thuda day vi thudc c6 thé che lap triéu chiing hodc lam cham
chdn doan ungthu.

Can than trong khi ding pantoprazol i} ngu@i bi bénh gan (c&p, man hodc cé tién
st). Ndng do huyel thanh clia thudc cé thé tang nhe va gidm nhe dao thai; nhung
khong can diéu chinh liéu. Tranh dung khi bi xd gan, suy gan nang. Néu dang phdi
giam liéu hodc cho diing céch 1 ngay 1 lan. Phdi theo doi chiic nang gan déu dan.
Dungthantrong & ngudi suy than, ngudi cao tudi.

Phu nii ¢6 thai

Chua cé nghién ctu day di khi dung Vintolox & ngudi trong thai ky mang thai. Chi
dung pantoprazol khithatcan thiét.

Thaiky cho conbii:

Chua biét pantoprazol c6 bai tiét vao sita me hay khdng. Can can nhidc ngiing cho
con bt hay ngting thudc, tiy theo lgi ich ctia pantoprazol v6i ngudi me

Anh hugng én kha ning ldi xe va v4n hanh may méc:

Hién chua c6 bdo cdo vé dnh huéng clia thudc lén kha nidng |di xe va van hanh
may méc. Tuy nhién nén cdm thay dau ddu, chéng mat thi khong nén Idige hodc
van hanh mdy méc.
Tuong tac thudc:

Thuéc dugc chuyen héa qua gan bdi enzyme cytochrome P450: § gin nh g
khéng tic ché hodc cdm ting hoattinh hé enzyme nay.

Khong thdy c6 su tuong tac c6 y nghia lam sang nao dang cha y vé luong (

pantoprazol v6i cac thuéc nhu diazepam, phenyltoin, nifedipin, theo n,
digoxin, warfarin, hoaccécthuoclranhthalduonguong

Thudc c6 thé lam gidm hap thu mot s thuc ma sy hdp thu phu lhuoc vagipH da
day nhuketoconazol, itraconazol. Dau condng va dau xuang c6 thé x3 hiding

methotrexat ciing véi pantoprazol.
Qui liéuva cach xi tri:

Cacsd liéu ctia cac thudc te ché bom proton & ngudi ciing han ché. Cac ddu hiéu
va triéu chiing ctia qud liéu c6 thé la: nhip tim hoi nhanh, gian mach, ngiga, 1d lan,
daudau, nhin mg, daubung, buén nénva nén.

Xartri :RGada day, dungthan hoat, didutritriéuching va hd trg.

Theo doi hoat dong ctia tim, huyét 4p. Néu non kéo dai, phdi theo doi tinh trang
nuéc va dién gidi. Do pantoprazol gdn manh vao protein huyét tuong, phuong phap
th&mtach khong loai dugc thudc.
Han dung: 24 théng ké tif ngay sdn xudt. Khong stf dung thudc qua thai han in trén
hédp.
Bao quan: D€ nai kho réo, thodng mat, nhiétdd du6i 30°C, tranh dnh sang.
Tiéu chudn ap dung: TCCS.
“Thué'c nay chiding theo don ciia Bicsi”
D€ xatimtay tré em.
“Pocky hudng din sir dung truéc khi ding
Néu can thém théng tin xin héi y ki€n Thay thuéc”
CONG TY CO PHAN DUQC PHAM VINH PHUC- VINPHACO
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