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(Vién nén P prazol 40 mg) ym. ad 

HUONG DAN SU DUNG | 
Boe ky huwéng dan sir dung truéc khi dung. Néu can thém thong tin, xin 

hai ¥ kién bac sf. Thuéc bantheo don, wos 

Thanh phan: 

MGi vién nén bao tan trong rudt chia: pantoprazol natri sesquihydrat tuong duong) VOI pantoprazol 40 mg. * 

Ta durge: lactose monohydrat, hydroxypropyl cellulose, calcium stearate, natri carbonat anhydrous, natri_ lauryl. sulphate, 

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

polysorbat. 

Duge lire hoc: 

Pantoprazol 1a m6t thudc we ché bom proton. Thuéc vao cac éng tiét acid cia té bao thanh da day dé duge chuyén thanh chat 

sulfenamid dang cé hoat tinh, dang nay lién két véi enzym. H’'/K'-ATPase (con goi la bom proton) cd. trén, bé mat té bao thanh-da day, 

gay ue. ché enzym nay, ngan can budéc.cudi cling cua sy bai tiét acithvao trong da day. Vi vay pantoprazol cé tac dung tre ché da day tiét 

acid co ban va ca khi da day bi kich thich do bat ky tac nhan kich thich nao. Tac dung cua pantoprazol phy thudc vao. liéu ding, thoi 

gian tc ché bai tiét. acid dich vj kéo dai hon 24 gid, mac.di nira doi thai try ca pantoprazol ngin hon nhiéu (0,7-1,9 gid). : 

Sau liéu udng khoi dau 40mg pantoprazol, bai tiét acid dich vj bi tc ché trung binh 51%'sau2,5 gi. Uéng pantoprazol moi ngay mét 
lan 40mg trong 7 ngay lam giam tdi 85% bai tiét acid da day. Bai tiét acid da day tré lai binh thudng trong vong | tudn sau khi ngimg 
pantoprazol va khong co hién tugng tang acid tro lai (rebound). Ngoai ra pantoprazol con co thé loai trir Helicobacter pylori 6 da day 
nguoi bi loét ta trang va/hoac viém thyc quan f trao nguge bi nhiém vi khuan 46. Jn vitro pantoprazol la lam giam sé Glue H. pylori gap 
hon 4 lan 6 pH 4. bbe ; “ 

Dugc dong hoc: 

Pantoprazol hap thu nhanh,.dat néng dé cao nhat trong mau sau-khi udng khoang 2-2,5 gid. Pantoprazol hap thu tét, it bi chuyén hoa 
budc dau & gan, sinh kha dung dudng udng khoang 771%. Pantoprazol gan manh vao protein huyét tuong (98%), thé tich phan bé & 
ngudi lén 1a 0,17 lit/kg. Théi gian kéo dai tac dung chéng bai tiét acid da day khi tiém tinh mach pantoprazol 1a 24 gid. Sau khi iém 
tinh mach | liéu don ti 20 dén 120 mg, tac > dung thudc bat dau trong vong 15-30 phut va tac dung trong vong 24 gid phy thudc vao liéu 
tir20—80 mg. Trong vong 2 gid sau khi tiém li€u 80 mg, luulugng bai tiét acid hoan toan bj loai bo. Liéu 120mg cling ae lam tang 
thém tac dung. 

Pantoprazol chuyén héa chu yéu & gan nhé hé enzym cytochrom Pays isoenzym CYP2C19 dé chuyén thanh desmethylpantoprazol. 
‘ Mét phan nho dugc chuyén hoa béi CYP3A4, CYP2D6, CYP2C9. O mét so. nguoi thiéu hyt hé thén ng enzym CYP2C19 do di truyén 

(rigwéi chau A'ty le pap 1a 17-23% thuid¢ loai chuyén héa cham) lam chim chuyén | hiéa pantoprazol, dan-dén néng 6 thudc trong huyét 
tong cé thé tang cao gap 5 an so voi ngudi cé da enzym. Nitra di thai triy cua pantoprazol 1a 0,7-1,9 gid, kéo dai ngudi suy gah, Xo 
gan (3-6 gid) hoac ngudi chuyén héa thuéc cham do di truyén @, 5-10 BO). ¢ Cac chat chuyén h hoa thai tri chit yeu a qua thar (chong 
80%), 18% qua mat vao phan. , 

Chi dinh: ae Fo omty oo oe a 

Bénh viém loét thuc quan di kém bénh trao ngugc da day - thyc quan (GERD): 

Vién nén pantoprazol duge chi dinh diéu tri (kéo dai téi 8 tuan) dé chita va lam thuyén gidm trigu chimg viém loét thc quan trén ngu6i 
lon va tré em tir 5. tudi tro len. Voi bénh aban chua duge chita khoi sau 8 tan diéu trj cd thé can nhac pang thém pantoprazol thém m6t 

dot 8 tuan nita. Chua danh gia dugc d6 an toan cua viéc diéu tri kéo dai qua 8 tuan 6 tré em, 

Diéu tri duy tri bénh viém loét thc quan: 

Vién nén pantoprazol duge chi dinh diéu trj duy tri bénh viém loét thyc quan va lam giam ty 1é tai phat cac triéu chimg ¢ hoi ban ngay 
va ban dém 6 bénh nhan trao ngugc da day —thyc quan (GERD) 6 ngudi Ién. Nhimg nghién ct duge kiém chimg khong kéo dai qua 
12 thang. 

Cac trang thdi tang tiét bénh ly bao gom héi ching Zollinger-E. Iision: 

Vién nén pantoprazol loai 40 mg dugc ding diéu tri dai ngay cdc trang thai tng tiét bénh ly, bao g6m hdi chung Zollinger-Eilisian 

Liéu dung va cach ding: ; 

Liéu ding khuyén cdo cho ngudi lon: 

Diéu tri viém loét thc quan: 

Liéu udng khuyén céo cho ngwdi lén 1a méi ngay mot lan 40 mg kéo dai toi 8 tuan, véi bénh nhan chia duge chita klidi sau 8 tudncé thé 
can nhac ding pantoprazol thém mot dot 8 tuan nffa. 

Diéu tri duy tri bénh viém loét thc quan: 

Ligu udng khuyén cdo cho ngudi én 1a mdi ngay uéng m6t vién 40mg pantoprazol. 

Trang thai tang tiét bénh ly bao gém héi chung Zollinger-Ellision: 

Liéu fugng pantoprazol cho bénh nhan 6 trang thai tang tiét bénh ly thay déi theo timg ca thé. Liéu khdi dau khuyén cdo cho ngudi lon 
1a méi lan 40mg, ngay 2 lan. Ché 46 liéu lung cé thé dugc diéu chinh theo nhu cau trang thai cua ting ngudi bénh va can kéo dai thy 
theo chi dinh lam sang. Da cé bénh nhan dung toi 240 mg mdi ngay. Mot sé bénh nhan da diéu tri lién tuc voi pantoprazol toi hon 2 
nam. 

Khong can diéu chinh liéu cho bénh nhan suy than, suy gan va bénh nhan cao tudi. Liéu cao hon 40 mg/ngay chua duoc nghién ciru 6 
bénh nhan suy gan. Khéng cn diéu chinh liéu ¢ bénh nhan dang tham tach loc mau. 

Vién nén pantoprazol 40 mg can dugc nuét nguyén ven véi nude, khi no ciing nhu khi di. Néu bénh nhan khong nu6t durge vién nén 40 
mg, cé thé nuét hai vién 20 mg. Cing ding véi thuéc khang acid kh6ng anh huéng ti hap thu pantoprazol. 

Bénh nhan can nho rang vién nén pantoprazol loai 40 mg khong dugc bé, lam v6, ngim, mut hodc nhai. 

Tuwong tac thuéc: 

Khong cd bdo cdo nao lién quan dén tuong tac thudc trong lam sang. 

Pantoprazol khéng co phan t img voi hé théng cytochrome P450. Khong cé tuong tac thuéc nao dugc bao cdo trong hang loat cac tht 
nghiém vé phan img voi thudc ngira thai, diazepam, diclofenac, ethanol, cafein, metoprolol, digoxin, phenytoin, nifedipin, 
carbamazepin, glibenclamid va warfarin. No ciing khong co tuong tac khi si dung déng thoi thuéc khang acid. Ciing khong thay trong 
lam sang cdc tuong tac cua pantoprazol voi cdc thudc khang sinh sau day (clarithromycin, metromidazol, amoxycilin).
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Ciing nhu cac thuéc wc ché bom proton khac, pantoprazol c6 thé lam giam hap thu m6tsé thuéc ma sw hap thu cia chung phy thudc vao 
pH da day nhu ketoconazol, itraconazol. Dau co nang va dau xuong cé thé xay rakhi ding methotrexat ciing véi pantoprazol. 

Tac dung phu: 

Nhin chung pantoprazol dung nap tét ca khi diéu tringdn han va dai han. CAc thuéc tre ché bom proton lam giam d6 acid 6 da day, cé 
thé ting nguy conhiém khuan dudng tiéu héa. 

Thuong gap, ADR > 1/100: 

Toan than: mét, chong mat, dau dau. Da: ban da, may day. Tiéu héa: kho miéng, budnt non, non, 1 dy hoi, dau bung, tao bén, tiéu chay. 
Co khép: dau co, dau khép. = 

it gap, 1/1000 <ADR > 1/100: — 

Toan than: suy nhuge, chodng vang, mat ngu. Da: ngta. Gan: tang enzym gan. 

Hiém gdp, ADR <1/1000: 

Toan than: toat md héi, phd ngoai bién, tinh trang kho chju, phan vé. Da: ban dat san, trimg c4, rung toc, viém da troc viiy; pht mach, 
hong ban da dang. Tiéu héa: viém miéng, g hoi, réi loan tiéu héa. Mat: nhin md, chimg sg anh sang. Than. kinh: mat ngu, ngu ga, tinh 
trang kich dong hodc te ché, u tai, run, nham lan, ao giac, di cam. Mau: tang bach cau wa acid, mat bach cau hat, giam bach cau, giam 
tiéu cau. N6i tiét: ligt duong, bat lye 6 nam gidi. Tiét niéu; d4i m4u, viém than ké. Gan: viém gan, vang da, bénh nao 0 ngudi suy gan, 
ting triglyceride. R6i loan ion: giam natri mau. 

Théng béo cho bac si bat ky tac dung phy nao gdp phi khi dang th be. 

Chéng chi djnh: , . 

Pantoprazol chéng chi dinh voi cac bénh nban mn cam véi bat ky thanh phan nao cua thude. 

Phu nircé thai: 

Cac kinh nghiém trong lam sang d6i voi phu nit.co thai rat han ché. ”. Pantoprazol chi duge sir dung cho pal nit cé thai khi that sy can 

thiét. 

Phu nit thdi ky cho con bi: 

Da phat hién thay sy bai tiét cha pantoprazol qua dudng sira me. C&n can nhac hodic khéng ding thudc bole ngung cho con bu, tinh dén 
Igi ich cua thudéc d6i voi ngudi me. 

Than trong: 

Thén trong pantoprazol khéng chi djnh cho cac truong hop cé bénh duing. tiéu hoa nhe nhu cam thay kho tiéu. Can phai loai trir céc 
kha nang 4c tinh cua loét da day va bénh ac tinh vé thuc quan truce khi diéu trj bang pantoprazol vi Pantoprazo} lam giam cac triéu 

chimg loét 4c tinh va thuc sy cé thé lam cac chuan doan bj cham tré, 7 

Anh hwéng cia thude dén kha nang l4i xe va van hanh may méc: 

Cac tac dung phy nhu chong mat, dau dau, ngu ga va do gidc cé thé xy ra. Bénh nhan khong nén Iai xe hay van hanh may moc néucam 

thay cdc triéu chimg nay. 

Qua liu: | 

Khong dugc biét vé c4c trigu chimg lién quan dén 1 ding qua liéu onguoi. Trong furding age ding qua liéu véi cdc dau higu lam sang cua 
nhiém déc, cac liéu phap giai d6c thong thudng can duge 4p dung. 

Bao quan: 

Bao quan 6 nhiét d6 duéi 30°C, tranh 4m . Dé thuéc xa tim tay tré em. 

Han sir dung: . 

24 thang ké tirngay san xuat. Khéng ding thuéc da hét han str dung ghi trén bao bi. 

Trinh bay: 

H6p dung 3 vi, mGi vi 10 vién. 

Tiéu chudn chat lugng: Tiéu chuan co sé san xuat 

Tén va dja chi nha san xuat: 

HETERO LABS LIMITED 
Dia chi: Unit-V, Sy.No.439,440, 441&458, TSIIC Formulation SEZ, Polepally Village, Jadcherla Mandal, Mahaboobnagar | District, 
Telangana, India.An-d6. 
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