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(Vién nén P prazol 40 mg) . o A
HUONG DAN SU DUNG
DPoc¢ ky huéng din sir dung truéc khi dung Néu ciin thém théng tin, xin
; héi ¥ kién bac s§. Thubc ban theodon, . . .

Thanh phin :
Moi vién nénbao tan trong rudt chira; pantoprazol natri sesquihydrat tuong duorng vai pantoprazol 40 mg. N

Té du-qc lactose monohydrat hydroxypropyl cellulose, calcium stearate, natri carbonat anhydrous, natri laury! sulphate

hypromellose, ferric oxide yellow, propylene glycol, titanium dioxide, methacrylic acid-ethylacrylate copolymer (1 1), triethyl citrat,

polysorbat.

Dwgc lue hoc:

Pantoprazol 13 mét thudc vc ché bom proton. Thuéc vao cic dng tiét acid cua té bao thanh da diy dé dugc chuyen thanh chét
sulfenamid dang c6 hoat tinh, dang nay lién két v&i enzym. }F/K -ATPase (con goi la bom proton) ca.trén bé mit té bao thanh-da day,
gay uc. ché enzym nay, ngin can bude cubi cung cta sy bai tiét acitvao trong da day. Vi vay pantoprazol c6 tic dung {rc che daday tiét

acid co ban va ca khi da day bi kich thich do bat ky tac nhan kich thich nao. Tac dung cva pantoprazol phy thujc vao liéu dung, thoi
gian (rc ché bai tiétacid dich vi kéo dai hon 24 gidy, mic.di nira doi thdi triy ctia pantoprazol ngin hon nhiéu (0,7-1,9 gidy).

Sau lidu ubng khéi diu 40mg pantoprazol bai tlet acid dich vi bi ac ché trung binh 51%sau2,5 gid. Udng pantoprazol m&i ngay mét
14n 40mg trong 7 ngay lam giam t&i 85% bai tiét acid da day. Bai tiét acid da day trd Igi binh thudng trong vong 1 tudn sau khi ngimg
pantoprazol va khong co hién tuong ting acid tr¢ lai (rebound). Ngoa1 ra pantoprazol con c6 thé loai trir Helicobacter pylori & da day
nguoi bl loét ta trang va/hodc viém thyc quan trao nguqc bi nhiém vi khuan d6. In vitro pantoprazol 1am giam s lugng H pylori gap
hon4 14n opH4. ‘ . ‘ . ) . : B

Duwgc dgng hoc:

Pantoprazol hép thu nhanh, dat néng do cao nhét trong méu sau khi uong khoang 2-2,5 gid. Pantoprazol hép thu tot, it bi chuyen héa
bude ddu & gan, sinh kha dung dudmg ubng khoang T1%. Pantoprazol gin manh vio protein huyét trong (98%), thé tich phan bé &
ngudi 1én 1a 0,17 livkg. Thoi gian kéo dai tic dung chong bai tiét acid da day khi tiém tinh mach pantoprazol 1a 24 gi¢. Sau khi tiém
tinh mach 1 liéu don tir 20 dén 120 mg, tac dung thudc bat diu trong vong 15-30 phiit va tic dyng trong vong 24 gid phy thude vao lidu
tr 20 — 80 mg. Trong vong 2 gid sau khi tiém liéu 80 mg, lun lugng bai tiét acid hoan toan bj loai bo. Liéu 120mg cung khong lam ting
thém tic dung.

Pantoprazol chuyén hoa cha yéu & gan nhd hé enzym cytochrom P o 1soenzym CYP2C19 dé chuyen thanh desmet.hylpantoprazol

- Mot phan nho dugc chuyén héa boi CYP3A4, CYP2D6 CYP2C9. O mot so. ngu’m thlcu hyt h¢ thén enzym CYP2C19 do di truyen

(dgudi chéu Aty lé gip1a 17-23% thud¢ loai chuyén hoa chim) 1am chim chuyen héa pantoprazol, dAndén nbng 46 thudc trong huyét

twong c6 thé ting cao gap 51an 5o véingudi cé 4 enzym. Nira Adri thai trir ciia pantoprazol 13 0,7-1,9 gi&, kéo dai & ngu'én suy gah, Xo

gan (3-6 gid) hodc ngum chuyén héa thudc cham do di truyén (3 5-10 glb’) Cic chat chuyén héa thai tr chu yéu qua thin (khoéng
80%), 18% quamét vao phan. . : :

Chidjnh: S e Yo, SR o S
Bénh viém loét thuc quan di kém bénh trao nguoc da day - thuc quan (GERD):

Vién nén pantoprazol dugc chi dinh diéu tri (kéo dai t6i 8 tudn) dé chira va lam thuyén giam tridu chimg viém loét thyc quan trén1 ngudi
I6n va tré em tir 5 tudi trd 1€n. V61 bénh abdn chua dugc chita khéi san 8 tuin dleu trj ¢6 thé cén nhic dung thém pantoprazol thém: mot
dot 8 tudn nira. Chua danh gia dugc d6 an toan cua viéc diéu tri kéo dii qua 8 tudn & tréem, -

Diéu tri duy tri bénh viém loét thuwe quan:

Vién nén pantoprazol dugc chi dinh diéu trj duy tri bénh viém loét thyc quan ‘va 1am giam ty 1¢ tai phat cac triéu ¢himg o hoi ban ngay
va ban dém & bénh nhén trao ngugc da day —thyc quan (GERD) 6 ngudi I6n. Nhitg nghién ciru dugc kiém chimg khong kéo dai qua
12 thang.

Clc trang thdi ting tiét bénh Iy bao gom héi chimg Zollinger-E lliyion:

Vién nén pantoprazol loai 40 mg dugc ding didu tri dai ngay céc trang thai ting tiét bénh 1y, bao gdbm hoi chung Zollmger—Elhslon
Lidu ding va cach dung: B L
Liéu ding khuyén cdo cho nguoi lom:

Diéu tri viém loét thuc quan:

Liéu uong khuyén cdo cho ngudi 16m 1a mbi ngay mot 14n 40 mg kéo daitoi 8 tuan voi b@nh nhan chua duclc chfra khdi sau 8 tudn co the
cdn nhéc dung pantoprazol thém mot dot 8 tudn nita.

Diéu tri duy tri bénh viém loét thue quan:
Liéu uépg khuyén cdo cho ngudi 16m 13 mbi ngay udng mét vién 40mg pantoprazol.
Trang thdi tang tiét bénh Iy bao gom héi chirmg Zollinger-Ellision:

Liéu luqng pantoprazol cho bénh nhén ¢ trang théi ting tiét bénh Iy thay déi theo tmg cd thé. Liéu khai diu khuyen cdo cho nguoi lom
12 mdi 14n 40mg, ngay 2 lan. Ché d6 liéu lugng c6 thé duoc dleu chinh theo nhu céu trang théi cua timg ngudi bénh va can kéo dai tuy
theo chi dinh 14m sang. P4 c¢6 bénh nhan ding téi 240 mg mdi ngdy. Mot s6 bénh nhan da diéu tri lién tuc véi pantoprazol t6i hon 2
nam.

Khong cin diéu chinh liéu cho bgnh nhén suy thén, suy gan va bénh nhan cao tudi. Liéu cao hon 40 mg/ngiy chua dugc nghién ciru &
bénh nhin suy gan. Khéng can diéu chinh lidu & bénh nhéan dang thim tich loc méu.

Viénnén pantoprazol 40 mg cAn dugc nudt nguyen ven véinuéc, khino ciing nhu khi d6i. Néu bénh nhén khéng nubt dugc vién nén 40
mg, c6 thé nudt hai vién 20 mg. Cing diing véi thube khang acid khong anh hudng toi hip thu pantoprazol.

Bénh nhan cdn nhé ring vién nén pantoprazol loai 40 mg khong dugc bé, 1am v, ngam, mut hodc nhai.
Twong téc thudc:
Khong cé bao c4o nao lién quan dén twong tic thudc trong 1im sang.

Pantoprazol khong cé phan g vo1 hé théng cytochrome P450. Khéng ¢6 twong tic thudc nao dugce bao cdo trong hang loat cac thir
nghiém vé phan {mg voi thudc ngira thai, dlazepam diclofenac, cthanol, cafein, metoprolol, digoxin, phenytoin, nifedipin,
carbamazepm glibenclamid va warfarin. N6 ciing khong cé trong tac khi sir dung d6ng thoi thube khang acid. Ciing khéng thiy trong
1am sang céc tuong tic cua pantoprazol voi cdc thude khéng sinh sau day (clarithromycin, metromidazol, amoxycilin).
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Ciing nhu cac thubc irc ché bom proton khac, pantoprazol ¢6 thé 1am giam hép thu mét sé thubc ma sy hap thu ctia chiing phy thudc vao
pH da day nhu ketoconazol, itraconazol. Pau coning va dau xuong cé thé xéy ra khi ding methotrexat cling véi pantoprazol.

Tac dyng phu:

Nhin chung pantoprazol dung nap t6t ca khi didu tri ngén han va dai han. Céc thudc &rc ché bom proton lam giam d¢ acid & da day, ¢
thé tang nguy conhiém khuin dudng tiéu hoa.

Thuong gap, ADR >1/100:

Todn than: mét, chong mit, dau diu. Da: ban da, may day Tiéu h6a kho miéng, budn 1 ndn, non day hcn dau bung, tdo bén, tiéu chéy
Co khép: dau co, dau khép. -

Itgap, 1/1000 <ADR > 1/100:
Toan than: suy nhugc, choéng vang, méit ngu. Da: ngira. Gan: ting enzym gan.
Hiém gap, ADR <1/1000:

Toan thén: toat md héi, phi ngoal bién, tinh trang kho chiju, phén v¢. Da. ban d4t sén, trimg c4, rung toc, viém da tréc véy, phi mach,
hdng ban da dang. Tiéu héa viém miéng, qhm rbi loan tiéu héa. Mét: nhin mé, chu'ng s¢ 4nh séng. Than kinh: mét ngu, ngﬁ g4, tinh
trang kich dong hodic &c ché, U tai, run, nhim l4n, 4o glac, di cdm. Mau: ting bach cdu wa acid, mat bach céu hat, giam bach cu, giam
tiéu cau. Noi tiét: ligt duong, bat hye & nam gidi. Tiét niéu: d4i m4u, viém than k&. Gan: viém gan, vang da, bénh ndo & ngudi suy gan,
ting triglyceride. R6i loan ion: gidm natri mau.

Théng bdo cho bdc st bt kp tdc dung phu mio gdp phdi khiding th mfc

Chong chi dijnh: \ . o
Pantoprazol chong chi dinh véi cic bc;nh nhan mén cam v6i bt ky thanh phin ndo ciia thuoc
Phy nit cé thai:

Cic kinh nghi¢m trong 1am s&ng d6i vdn phu nit co thai rit han ché. Pantoprazol chi dugec sir dyng cho phu nit c6 thai khi thit sy cdn
thiét.

Phu ni¥ thdi ky cho con ba:

D3 phét hién thay su bai tiét cha pantoprazol qua dudng sira me. Can cin nhic hoac khong dung thudc hoac ngung cho con by, tinh dén
loi ich cuia thude d6i voi ngudime.

Théin trong:

Than trong pantoprazol khdng chi dijnh cho cac truimg hop c6 bénh dubng tiéu héa nhe nhy cam thay kho tiéu. Cin phai loai trir cac |
kha niing 4c tinh cta loét da diy vﬁ bénh ac tmh vé thyc quan truéc khi diéu trj bing pantoprazol vi pantoprazol 1am gidm céc tridu
chimg loétéctmh va thyc sy ¢6 thé 1am céc chuan doan bi cham tré. | |

Anh hwéng cia thubc dén kha niingI4i xe va vin hanh méy méc:

Céc tac dung phyunhu chong mit, dau d4u, ngh ga va a0 giac c6 thé xay ra. Bénh nhan khong nén 14i xe hay vén hanh may moc néu cam
thiy cac triéu chimg ny.

Qué lidu:

Kh6ng duqc blét vé chc triéu chimg lién quan dén dung qué liéu & nguoi. Trong trub'ng ho'p dung qué lidu véi cac déu h1¢u 1am séng clia
nhiém doc, cc liéu phap gidi doc thong thudng cin dugc 4p dung,

Bao quén:

Bao quan & nhiét 49 dudi 30°C, tranh 4m . Dé thudc xa tAm tay tré em.

Han sir dyng: |

24 thang ké tirngay san xuit. Khéng diing thubc 2 hét han sir dung ghi trén bao bi.
Trinh bay:

Hop dyng 3 vi, mbi vi 10 vién.

Tiéu chuin chét lwgng: Tiéu chuin co sé san xudt

Tén va dja chi nha sén xuit:
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