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PANTOPRAZOL

of THUGG XA TAM TAY TRE EM
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
THUOG NAY CHI DUNG THEO BON CUA BAC 8Y
THONG BAO NGAY CHO BAC 8Y HOAC DUGC SY NHONG TAC DUNG
KHONG MONG MUON GAP PHAI KHI SU DUNG THUGC
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC &Y

THANH PHAN CONG THUC THUGC: 1vién nang ctng
Thanh phan duge chat:
Pantoprazol pellets 15% W/W..............wwemroessmmnsesees 266,67 mg

(tuang ting véi pantoprazol 40 mg)
Thanh phdn ta duge gém: (Mannitol, Sucrose, Sodium Carbonate,
Disodium hydrogen ortho phosphate, Hydroxy propyl methyl cellulose,
Melaarylic acid copolymer, Diethyl phthalate, Titanium dioxide, Talc
©0 trong thanh phén Pantoprazol pellets) ......vira dl.... 1 vién nang clng
DANG BAO CHE: Vién nang cling

MO TA SAN PHAM: Vién nang ciing, nang s6 1, mau nau — héng,
thude bén trong ¢6 dang hat nhé mau trang nga.

"\ CHI PINH:

- Tréo ngugc da day - thyc quan; - Loét da day, ta trang.

- Dy phong loét da day, ta trang do dung thuéc chéing viém khong steroid.
- Céc tinh trang tang tiét acid bénh ly nhu hdi ching Zollinger-Ellison.
CACH DUNG, LIEU DUNG:

Thuéc ké don, dung theo chidinh clia thay thuéc.

-Dung mdingay 1 1an vao budi sang, trudc ho#c sau bifa 4n déu dugc.
Thudc khang acid c6 thé udng déng théi véi thubc nay.

- U8ng nguyén vién vainudc, khéng duge nhai.

- Bidu trj bénh trao ngugc da day, thyc quan: Usng méi ngay/Ian 20-
40mg vao mdi budi sang trong 4 tuén, c6 thé kéo dai dén 8 tudn néu
cén thist. O’ nhilng ngudi c6 vét loét thiic quan khang lién sau 8 tuan
diéu tri, c6 thé kéo dai dot diéu trj t6i 16 tudn. Diéu trj duy tri: 20-40mg
mdingay.

- Didu tri loét da day lanh tinh: udng mdi ngay mét Ian 40mg, trong 4 — 8 tuan.
- Loétta trang: udng mbi ngay motl&n 40mg, trong 2 — 4 tuan.

- BE tiét trir Helicobacter pylori, cAn phéi hgp Pantoprazol véi 2 khang
sinh trong ché& do diéu tri dung 3 thudc trong 1 tuéin: pantoprazol 40mg,
ngay 2 1an + clarithromycin 500mg, ngay 2 an + amoxicilin 1g, ngay 2
14n ho&c metronidazol 400mg, ngay 2 1an.

- Didu trj dy phong loét dudng tiéu hoa do thudc chéng viém khong
steroid: udng ngay 118n 20mg.

Pidu trj tinh trang tang tiét acid bénh ly trong hdi ching Zollinger-
Ellison: udng liéu bt ddu 80mg ngay/Ian, sau do diéu chinh theo dap
ting ctia ngudi bénh. C6 thé tang liéu dén 240mg/ngay. Né&u liéu hang
ngay én hon 80mg thi chia lam 2 Idn/ngay

#hong co yéu cdu dac biét vé xi Iy thudc sau khi sl dung.

CHONG CHI PINH: - Qua man vdibat ct thanh phan nao clia thudc.
CANH BAO VA THAN TRONG KHI DUNG THUOC:

- Trudc khi diing pantoprazol cling nhu cac thuéc khac tc ché bom
proton cho ngudi loét da day, phai loai trir kha nang ung thu da day vi
thuBc c6 thé che I&p tridu chitng hoac 1am cham chan doan ung thu.

- Cén than trong & ngudi bj bénh gan. Néng dé huyét thanh cla thudc
¢6 thé tang nhe va gidm nhe dao thai, nhung khang can diéu chinh liéu.
Tranh dung khi bj xd gan, hodc suy gan nang. Néu ding, phai giam liéu
hoéc cho céach 1 ngay 11an. Phaitheo ddi chiic ndng gan déu dan.
-Dungthan trong & nguai suy than, ngudi cao tudi.

sU/DUNG THUGC CHO PHY NU CO THAI VA CHO CON BU:

- Thdi ky mang thai: chua cé nhiing nghién cuu ddy di khi dung
pantoprazol cho ngudi mang thai nén chiding khi can thiét.

- Thdi ky cho con bu: Thudc ¢6 thé tiét vao sita me nén can can nhéc
ngifng cho con bu hay nging thuéc, tuy theo Igi ich clia pantoprazol vdi
ngudime.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH
MAY MOC:

& lidu diéu trj thude khéng &nh hudng dén kha nang lai xe va van hanh
may moc.

TAC DUNG KHONG MONG MUGN CUA THUBC:

- Thudng gap, ADR > 1/100:

+ Toan than: mét, chong mét, dau ddu; + Da: ban da, may day;

+ Ca khdp: dau cd, dau khdp.

+ Tibu hod: khd migng, budn non, ndn, ddy hai, dau bung, tao bon, ia
chay;

% itgap, 1/1000 < ADR < 1/100:

+ Toan thén: suy nhudc, choang vang, chong mat, mat ngl; + Da:
ngua; -+ Gan: tng enzym gan.




- Hiém gap, ADR < 1/1000:

+ Toan than: todtma hoi, phi ngoai bién, tinh trang khé chiu, phan vé
+ Da: ban dat sén, tring cd, rung téc, viém da tréc vay, phu mach,
héng ban da dang.
+ Tiéu hod: viém miéng, g hai, r6i loan tiéu hod; + Mat: nhin md,
chung sg &nh sang.

+ Than kinh: mat ngl, ngdi ga, tinh trang kich déng hoac tc ché, u tai,
run, nhdm 1&n, do giac, djcam.,

+Mau: tang bach cdu ua acid, mét bach cAu hat, gidm bach cdu, gidm
tifu céu.

+Noitiét: lietduong, batluc & nam gidi;

+ Tiétniéu: dai mau, viém than ké.

+ Gan: viém gan, vang da, bénh nao & ngudi suy gan, tang triglycerid;

+ R&i loan ion: gidm natri mau.

TUONG TAC, TUONG KY CUATHUOC:

- Méc du pantoprazol bj chuyén hoa qua hé enzym cytochrom P450 &
gan, nhung khéng gay Uc ché hodc cam (ing hoat tinh hé enzym nay.
Khéng thay co sy tuong tac c6 y nghia lam sang nao dang chu y vé
tuong tac gilia pantoprazol va céac thudc dung théng thudng nhu
diazepam, phenytoin, nifedipin, theophylin, digoxin, warfarin hoac
thudc tranh thai dudng uéng.

- Gidng nhu céac thudc Uc ché bom proton khac, pantoprazol c6 thé
lam gidm h&p thu mot s6 thude ma su hdp thu cla ching phu thudc
vao pH da day nhu ketoconazol, itraconazol. Pau c¢d ndng va dau
xuong co thé xay ra khi dung methotrexat cung véi pantoprazol.

Do khong cé cac nghién ciu vé tinh tuong ky cua thudc, khong trén

Jan thudc nay vdi cac thude khac.

QUA LIEU VA XU TRi:

- Triéu chiing: Nhip tim hoi nhanh, gian mach, ngli ga, It 1&n, dau dau,

nhin md, dau bung, budn ndn vanén.

- X{itri: + Rita da day, dung than hoat, diéu tritriéu chiing va hé tro.

+ Theo dbi hoat dong clia tim, huyét ap. Néu nén kéo dai, phai theo

doitinh trang nuéc va dién giai.

+ Do pantoprazol g&n manh vao protein huyét tuong, phuong phap

thdm tach khong loai dugc thuéc.

DAC TINHDUGQC LUCHQC:

Ma ATC: A02BC02. Nhém dugc ly: thude tc ché bam proton.

- Pantoprazol 14 mét thudc tic ché bam proton. Thudc vao cac ong tiét

acid clia t& bao thanh da day dé dugc chuyén thanh chat sulfenamid

dang c6 hoat tinh, dang nay lién két khéng thuan nghich véi enzym

H+/K+ — ATPase (bom proton) cé trén bé mit t€ bao thanh da day, gay

dc ché enzym nay, vi vay Pantoprazol co tac dung Uc ché da day tiét
acid cd ban va ca khi da day bi kich thich do bét ky tac nhan kich thich

nao.

- Thai gian c ché bai tiét cha acid dich vi kéo dai hon 24 gid, mac du

nira doi thai tri ciia Pantoprazol ngan hon nhiéu (0,7 — 1,9 gid)

PAC TINH DUGC DONG HOQC:

- Pantoprazol hép thu t6t, dat néng dé cao nhat trong mau sau khi

udng khoang 2 — 2,5 gid, it b chuyén héa budc ddu & gan, sinh kha

dung duding udng khoang 77%.

- Khoang 98% pantoprazol gén két véi protein huyét tuong, thé tich

phan bé & nguailan1a 0,17 lit/kg.

- Thudc dugc chuyén hoa chil yéu & gan nhd hé enzym cytochrom

P450, isoenzym CYP2C19 dé chuyén thanh desmethylpantoprazol,

mét Iugng nhd ciing dude chuyén hoa bai CYP3A4, CYP2D6,

CYP2C9.

- & m6t s6 ngudi thidu hyt hé théng enzym CYP2C19 do ditruyén lam

cham chuyén hoé pantoprazol, ddn dén néng do thudc trong huyét

tuang c6 thé tang cao.

- Thai gian ban thai cGia Pantoprazol 1a 0,7 — 1,9 gid, kéo dai & ngudi

suy gan, xo gan (3-6 gi& hoac ngudi chuyén héa thudc cham do di

truyén (3,5-10gio).

- Céc chat chuyén hoé dugc dao thai chi yéu qua nudéc tiéu (khodng

80%), 18% qua matva phan.

QUY CACH PONG GOI: Hop 10 vi x 10 vién nang cung; Chai 200,

500, 1000 vién nang cung.

BAO QUAN - HAN DUNG:

Bao quan: Dudi 30°C, noi khé rdo, tranh anh séng.

Han dung : 36 thang ké tl ngay san xuat.

Tiéuchudn:TCCS
]

San xudt tai:
CONG TY CO PHAN DUGC PHAM KHANH HOA
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