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Pantoprazole Tablets 40 mg
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PRESCRIPTION MEDICINE |
Composition:

Each enteric coated tablet contains

Pantoprazole Sodium Sesquihydrate

equivalents to Pantoprazole 40 mg

Excipients qs

Indications, Administration & Dosage:

As directed by the Physician

Storage: Keep in a cool dry place at temperature below 30°C. protect

from light
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ULSOTAC

THANH PHAN:

M3i vién nén bao tan trong rudt chira:

Hoat chat: Pantoprazole sodium sesquihydrate trong duong véi Pantoprazole 40 mg.

Td duwgce: Calcium carbonat, Microcrystalline Cellulose, Natri Starch Glycolate, Magnesi
Stearat, Colloidal Silicone dioxide, Hydroxypropylmethyl cellulose 15 cps, Polyvinyl
pyrrollidone K30, Titanium Dioxide, Polyethylene glycol 6000, Opadry enteric yellow

DUQC LUC HQC:

Pantoprazole 1a din chit cua benzimidazol c6 tac dung trc ché chon loc bom proton. N6 ngin
can budce cudi ciing cia su tiét acid da day bai sy hinh thanh mot lién két ddng hod tri & 2 vi
tri ciia hé théng men (H+, K+)-ATPase & bé mit tiét cua té bao thanh da day. Tac dung nay co
lién quan dén liéu dung va din dén vrc ché ca su tiét acid da day co ban va ca khi bi kich thich
ma khong ké t6i tac nhan kich thich. Su gin két véi (H+, K+)-ATPase giy ra su khang tiét
kéo dai hon 24 gid.

DUQC PONG HOC:

Pantoprazole dugc hap thu nhanh, dat nong d¢ dinh Cinax 2,5 pg/ml sau khoang 2, 5 gio ubng
mdt liéu hodc nhiéu liéu 40 mg. Pantoprazole dugc hap thu tét, thudc mot phéan nho trai qua
giai doan chuyén hoa déu tién va sinh kha dung tuyét déi khoang 77%. Su hép thu cia
Pantoprazole khong bi anh hudéng cua cac thudc khang acid khi ding dong thoi. Thiuc dn lam
cham su hip thu cuia Pantoprazole téi 2 gid hodc lau hon, tuy nhién nong d6 Cpax va su phén
bd, hap thu cua Pantoprazole khong thay ddi. Vi vay cé thé udng Pantoprazole luc doi hoic
lic no.

Thé tich phan bd cua Pantoprazole 14 khoang 11,0-23, 6 lit, thuéc duge phan bd chi yéu &
dich ngoai té bio. Pantoprazole gin két voi Protein huyét thanh khoang 98%, chu yéu véi
albumin.

Pantoprazole chuyen ho4 chii yéu & gan. Su chuyén hoa ctia Pantoprazole khéng bi phu thudc
vao duong dung (ubng hay tiém tinh mach). Buﬁmg chuyén hoa chinh 14 demethyl hod b&i
CYP2C19, sau d6 bi sulphat hoa, cac dudng chuyén hoa khac la su oxy hoa bai CYP3A4.
Khoang 71% thubc dwge thai trir qua nudc tidu va 18% duge thai trir qua phéan qua sur bai tiét
& mat. Khong thdy Pantoprazole & dang khong bién dbi bai tiét qua than.

CHi PINH:

- Loét ta trang.

- Loét da day.

- Bénh trao ngugc da day thuc quan trung binh va nang.

- Hdi ching Zollinger Ellison

- Phdi hop véi cac khang sinh thich hgp dé diét Helicobacter pylori & nhitng bénh nhén loét
da day té trang nham giam tai phat do vi sinh vét nay gay ra.

CHONG CHI PINH:

Khong dung Pantoprazole cho cac truong hop ¢6 tién stir man cam véi mot trong nhirng thanh
phén ctia thudc hoic v6i nhing thudc dung phéi hop cling né.

Khong nén dung Pantoprazole trong diéu tri phdi hgp dé diét Helicobacter Pylori & nhitng
bénh nhén bi roi loan chitc nang gan hodc than & mirc trung binh dén ndng, do chwa c6 dir liéu
lam sang vé tinh hiéu qua va an toan ciia Pantoprazole trong phdi hop diéu tri & nhimg bénh

nhan nay.

-



LIEU LUONG VA CACH DUNG:

Li¢u dung:

Liéu ding cho ngwoi lon nhw sau:

Loét da day va ta trang:

Péi voi nhitng bénh nhan loét da day va ta trang nhiém Helicobacter pylori, cin diét vi khuén

bang tri liéu phdi hop. Tuy theo kiéu khang thudc, c6 thé theo cac so dd phdi hop sau dé diét

Helicobacter pylori:

- M&i ngay 2 lan, mdi lan 40 mg Pantoprazole + 1000 mg amoxicillin + 500 mg
clarithromycin.

- M3&i ngay 2 lin, mdi lin 40 mg Pantoprazole + 500 mg metronidazol + 500 mg
clarithromycin.

- M&3i ngay 2 lan, mdi lan 40 mg Pantoprazole + 1000 mg amoxicillin + 500 mg
metronidazol.

Péi voi nhitng bénh nhan loét da day va ta trang ma xét nghiém vé Helicobater pylori cho két

qua 4m tinh, dung don liéu phap Pantoprazol véi liéu lugng nhu sau:

Liéu thong thuong 1a 40 mg Pantoprazol /ngay. Vi nhitng truong hop cé biét, c6 thé tang liéu

ding gip d6i (2 vién Pantoprazole 40 mg mdi ngay), dac biét khi céc diéu tri khac da khong

cho déap imng.

Bénh trao nguegc da day - thue quan:

Uong mdi ngay mot l4n 40 mg vao budi sang trong 4 tuén 6 thé tang toi 8 tuan néu can thiét.

& nhirng ngudi vét loét thuc quan khong lién sau 8 tudn diéu tri, c6 thé kéo dai dot diéu tri téi

16 tuan.

Piéu tri duy tri: 40 mg mdi ngay. Pd an toan va hiéu qua dung liéu duy tri trén 1 nam chua

dugc xac dinh

Hoi chimg Zollinger - Ellison:

Ubdng liéu bét ddu 80 mg mdi ngay mot lan, sau do diéu chinh theo dap irng ciia ngudi bénh

(ngudi cao tudi lidu téi da 40 mg /ngay). C6 thé tang liéu dén 240 mg mdi ngay. Néu liu

hang ngay 16n hon 80 mg thi chia lam 2 lan trong ngay

Bénh nhin suy thin va bénh nhén cao tubi:

Liéu diing hang ngay cla Pantoprazole khong dugc vuot qua 40 mg ¢ nhirng bénh nhan suy

than va bénh nhén cao tudi. Ngoal 1é trong tri liéu phdi hop tiéu diét Helicobacter pylori,

nguorl cao tudi ciing phai diung liéu Pantoprazole thong thudng 2 x 40 mg /ngdy) trong 1 tudn

diéu tri.

Bénh nhan suy gan:

Déi véi nhirng bénh nhan suy gan néng, liéu diing can giam xubng 1 vién 40 mg Pantoprazol,

2 ngay 1 lan.

Cich dung va thoi gian diéu tri:

Khéong duge nhai hodc nghién nho vién nén Pantoprazole bao tan trong rudt ma phai uéng
nguyén vién thudc vcn nude, mot gid trude bira an sang. Trong tri litu phbi hop diét
Helicobacter pylori, cin udng vién Pantoprazole thir 2 trude bira an téi.

Néu bénh nhén quén khong dung thude ding gid, khong nén dung bi liéu vao liic mudn trong
ngagf nén tiép tuc dung liéu binh thuong vao ngay hém sau trong liéu trinh. Néu bénh nhan
mudn ngimg diéu tri, can phai thong béo cho Béc sy.

Loét ta trang no6i chung c6 thé chira lanh trong vong 2 tudn. Néu thoi gian diéu tri 2 tuan chua
du, trong hu hét cac trudong hop cé thé chira lanh loét ta trang khi ding thém 2 tuan nira.

Loét da day, viém thuc quan trao ngugc va bénh trao nguoc da day -thuc quan thong thuong
can diéu tri trong vong 4 tuan. Néu thoi gian diéu tri 4 tudn chua du, thudng cé thé chira khoi
bénh khi dung thém 4 tudn nira.

Liéu phap phdi hop noéi chung thudng duge thyc hién trong 7 ngdy va c6 thé kéo dai t6i da 2

tuan %
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Vi hién chua cé du kinh nghiém vé dung dai han trén nguoi, diéu tri bing Pantoprazole khéng
dwoc vuot qua 8 tuan.

TAC DUNG KHONG MONG MUON:

Nhin chung, pantoprazol dung nap t6t ca khi diéu tri ngin han va dai han. Cac thudc trc ché
bom proton lam giam d6 acid & da day, c6 thé ting nguy co nhiém khuén duong tiéu hoa.
Thirong gdp, ADR > 1/100

Toan than: mét, chong mat, dau diu.

Da: Ban da, may day.

Tiéu hoa: Kh6 miéng, budn non, ndn, ddy hoi, dau bung, tdo bon, ia chay.

Co khop: Pau co, dau khop.

it gap, 1/1000 < ADR < 1/100

Toan than: Suy nhugc, chodng vang, chong mit, méat ngi.

Da: Ngira.

Gan: Tang enzym gan.

Hiém gdp, ADR < 1/1000

Toan than: Toat md hoi, phi ngoai bién, tinh trang kho chiu, phan vé.

Da: Ban dat san, trirng ¢4, rung toc, viém da troc vay, phi mach, hémg ban da dang.

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

Mét: Nhin md, chirng s¢ dnh sang.

Thén kinh: Mt ngu, ngu ga, tinh trang leh dong hoac irc ché, U u tai, run, nham Ian, ao giac, dj cam.
Mau: Tﬁng bach ciu wra acid, mit bach cau hat, giam bach cdu, giam tiéu cau.

Noi tiét: Liét duong, bét luc & nam gioi.

Tiét niéu: Pai mau, viém than k&.

Gan: Viém gan, vang da, bénh ndo & ngudi suy gan, tang triglycerit.

R&i loan ion: Giam natri mau.

Théng bdo cho bdc sy nhitng tdc dung khong mong mudn gap phdi khi ding thudc.

THAN TRONG:

Trude khi diéu tri vdi Pantoprazol, phai loai trir kha ning loét da day 4c tinh hoic viém thuc
quan 4c tinh vi diéu tri bing Pantoprazole ¢ thé nhat thoi lam mét cac triéu chimg cua bénh
loét 4c tinh, do d6 c6 thé lam cham viéc chén doén bénh ung thu.

Sir dung thudc & tré em: Hién chua c6 kinh nghiém diéu tri bang Pantoprazole & tré em. Do dé
khong khuyén céo diing Pantoprazole cho tré em.

Str dung thubc & phu nir ¢6 thai va cho con ba: Kinh nghiém lam sang vé sir dung
Pantoprazole cho phu nir ¢é thai hién con han ché. Hién chua c6 théng tin vé bai xuét cua
Pantoprazole qua sita me. Do d6 chi dung Pantoprazole cho phu nit cé thai va cho con bu khi
lgi ich cho ngudi me duge xem 1a lén hon ruii ro dbi vdi thai nhi va em bé.

TUONG TAC THUOC:

Pantoprazole dugc chuyén hoa & gan nhe hé théng enzym cytochrom P450, do d6 khong loai
trir kha nang Pantoprazole twong tac véi nhimng thudc khac chuyén hoa cung hé enzym
cytochrom P450. Tuy nhién, thir nghiém lam sang chua thay ¢6 tuong tac dang ké khi sir dung
dong thoi Pantoprazole véi mot s6 thudc cé tinh chit néi trén, nhu Carbamazepin, Cafein,
Diazepam, Diclofenac, Digoxin, Ethanol, Glibenclamid, Metoprolol, Nifedipin, Phenytoin,
Theophyllin, warfarin va cac thudc tranh thai dang uéng.

Khong thay c6 twong tac khi dung d0ng thoi Pantoprazole voi cac thudc khang acid.
Pantoprazole c6 thé lam giam su hap thu ciia cac thudc khac dung ddng thdi ma co sinh kha
dung phu thudc vao pH (ching han nhu ketoconazol).

Khong thdy co tuong tic giita Pantoprazole v&i cac khéng sinh dung phdi hop

(Clarithromycin, Metronidazol, va Amoxicillin) %




PHU NU CO THAI VA CHO CON BU: ]

Kinh nghiém lam sang vé str dung Pantoprazole cho phu nit ¢6 thai hién con han ché. Hién
chua c6 thong tin vé bai xuét ctia Pantoprazole qua sira me. Do dé chi dung Pantoprazole cho
phu nir ¢6 thai va cho con bu khi lgi ich cho ngudi me dugce xem 1a 16n hon rui ro dbi vai thai
nhi va em bé.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:
Thudc c6 thé gdy dau dau, chong mat, than trong khi lai xe va van hanh may méc

QUA LIEU VA XU TRI:

Céc s6 liéu vé qua liéu cua céc thude trc ché bom proton & ngudi con han ché. Cac du hiéu
va triéu chimg cuia qua liéu c6 thé 1a: nhip tim hoi nhanh, gian mach, ngi ga, 1t 1An, dau dau,
nhin mo, dau bung, budn nén va nén.

Xir tri: Rira da day, dung than hoat, diéu tri triéu ching va hd trg.

Theo doi hoat ddng cua tim, huyét 4p. Néu ndn kéo dai, phai theo d&i tinh trang nude va dién
giai.

Do pantoprazol gin manh vao protein huyét tuong, phuong phép thdm tach khong loai dugc
thude.

PONG GOI:
Hop 10 vix 10 vién

BAO QUAN:
Bao quan noi khé mat, & nhiét do dudi 30°C. Tranh 4nh sang.

HAN DUNG: , ‘ _
36 thang ké tir ngay san xuit. Khong dimg thuoc da hét han sir dung

* Thude nay chi ding theo don ciia thdy thudc
* Dé thuoc tranh xa tam tay cua tré em

San xuét béi:
MEDCHEM INTERNATIONAL.
bia chi-Plot No. 20-110, I.D.A, Jeedimetla, Hyderabad-500055, India.
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