BENH VIEN TAM THAN SONLA  CONG HOA XA HQI CHU NGHIA VIET NAM
KHOA DUQC-CAN LAM SANG Péc 1ap — Tu do — Hanh phiic

Son La, ngay 02 thang 07 nam 2025

BAN THONG TIN THUOC

T6 Duoc 1am sang — Thong tin thude xin dugc théng tin dén cac nhan vién y té trong
bénh vién thong tin thudc sau:

1. Tén thudc: Ozzy-40 (Pantoprazole 40 mg)
2. Chi dinh:

- Nguoi 16n: Diéu tri loét da day—ta trang. Phdi hop vdi phac do khang sinh thich
hop dé diét Helicobacter pylori (H. pylori) ¢ bénh nhan loét da day—ta trang kém
nhiém H. pylori. Diéu tri hoi chimg Zollinger—Ellison hodc cac tinh trang ting tiét
bénh ly.

- Nguoi 16n va thanh thiéu nién > 12 tudi: Diéu tri bénh trao nguoc da day — thuc
quan.

3. Chéng chi dinh:
- Qua min véi pantoprazole hoic cac dan chat thé benzimidazole.
- Qua man v&i bat ky thanh phan nao cua thude hodc voi cac thube phdi hop.

- Khong phdi hop diéu tri diét H. pylori & Bénh nhan suy gan trung binh va
nang/Bénh nhan suy than.

4. Cach dung - Liéu dung:

Cach dung:

Udng nguyén vién thudc véi nude, khong duge nghién nho/nhai hodc 1am v vién.

Liéu ding:

- Trao nguroc da c{dy — thuc quan: Ngu’(‘)’i lé’n‘vél TE > 12 tudi: Udng 40mg/ngay
trong 4 tuan, Mgt so truong hop c{) thé tang licu lén 80 mg/ngay, dac biét 1a khi
khong dap trng véi cac liéu phap di€u tri khac.

- Diét Helicobacter pylori

% Phoi hop véi 2 khang sinh thich hop

Pantoprazole 40 mg x 2 lan/ngay

+ 1000 mg amoxicillin x 2 1an/ngay



+ 500 mg clarithromycin x 2 lan/ngay.

Pantoprazole 40 mg x 2 lan/ngay

+ 400 — 500 mg metronidazole (hodc 500 mg tinidazole) x 2 lan/ngay
+ 250 — 500 mg clarithromycin x 2 lan/ngay.

Pantoprazole 40 mg x 2 lan/ngay

+ 1000 mg amoxicillin x 2 lan/ngay

+ 400 — 500 mg metronidazole (hodc 500 mg tinidazole) x 2 lan/ngay.
< Dung Pantoprazole don tri

Piéu tri loét da day: 40 mg pantoprazole x 1 lan/ngay. Trong mdt sb trudng hop,
lidu c6 thé 80mg/ngay, Thoi gian dung thudc 14 4 tuan. Néu chua khoi han, co thé
dung thudc thém 4 tuan nira.

Piéu tri hoi ching Zollinger—Ellison/tinh trang tang tiét bénh 1y khac: liéu khai
dau 40 mg/lan x 2 lan/ngay. Sau d6 c6 thé diéu chinh. Co thé T tam thoi liéu >160
mg/ngay nhung khong 4p dung kéo dai hon muc can thiét dé kiém soat acid day di.
Thoi gian sir dung thudc 12 khong gidi han va can duge diéu chinh theo nhu ciu trén
lam sang.

Tré em < 12 tuéi: Khong khuyén céo dung thube cho tré em dudi 12 tudi.

Nguwoi suy gan: Liéu < 20 mg/ngiy ¢ bénh nhan suy gan ning. Do d6, dang ché
pham nay khong phu hop dung cho bénh nhan suy gan ning. @ DPanh gia chirc niing
gan ciia BN truéc va trong qua trinh diéu tri

Nguoi suy thin: Khong can chinh liéu cho bénh nhén bi suy giam chiic ning than.

Nguwoi cao tudi (> 65 tuéi): Khong can phai chinh lidu & nguoi cao tudi.

Phu nii ¢6 thai: Chua c6 day du dir liéu vé viéc sir dung pantoprazole cho phu nit
mang thai. Nghién ctru trén dong vat cho thiy c6 doc tinh sinh san. Nguy co trén
ngudi chua rd. Khong dung pantoprazole cho phu nit mang thai trir khi that sy can
thiét.

Phu nii cho con bii: i c6 bao cao pantoprazole tiét vao sita & ngudi = Nging
cho con bu heic ngimg thude.

5. Tac dung khong mong mudn:

It gap, 1/1000 < ADR < 1/100: RL giic ngti, Chéng mit, dau dau. Budn nén, nén,
tiéu chay, chuéng bung va day hoi, tao bon, kho miéng, dau bung va khé chiu. Tang



enzyme gan (transaminase, y-GT). Ban dd, chung phat ban, ngtra. Gay xuong hong,
¢ tay, cOt séng. Suy nhuogc, mét méi, kho chiu.

Hiém gdp, 1/10000 < ADR < 1/1000: Mat bach cau hat. Phan img qua man (phan
tmg phan vé, soc phan vé). Tang md mau va ting lipid mau (triglyceride,
cholesterol), thay d6i can ning. Tram cam (va 1am ning thém tinh trang tram cam).
R&i loan vi gidc. Viém miéng, r6i loan tiéu hoa. Rdi loan thi giac/nhin mo. Tang
bilirubin. May day, phu mach, ban rat san, tring ca, rung toéc. Pau khép, dau co. N
hoa tuyén vi, liét duwong, bat luc 6 nam gidi. Tiéu ra mau. Tang than nhiét, pht ngoai
bién.

Rt hiém gdp, ADR < 1/10000: Giam tiéu ciu, giam bach cau, giam toan thé
huyét cau. Mat phuong hudng (va lam nang thém). Ha natri huyét, ha magnesi huyét,
ha calci huyét (kém voi ha magnesi huyét), ha kali huyét. Ao giac, 10 1an (dic biét 1a
& nhitng bénh nhan c6 san nguy co ciing nhu 1am ning thém nhiing triéu ching nay &
nhitng bénh nhan di bi tir trudce). Ton thuong té bao gan, vang da, suy té bao gan,
bénh nio & nguoi suy gan. Hoi chimg Stevens—Johnson, hoi ching Lyell, hong ban
da dang, nhay cam anh sang, lupus ban d6 ban cap & da. Chudt rat (do réi loan dién
giai). Viém than ké& (c6 kha nang, tién trién suy than).

*Huwéng din cdch xir tri ADR: Can theo doi cac triéu chtimg nhu nhin mo, tram
cam, viém da, tiéu ra mau, phat ban, 1iét duong... Néu kéo dai phai nguing thudc hodc
chuyén sang thudc khac.

6.Twong tac thudc:

Pantoprazol + thudc c6 sinh kha dung phu thudc acid da day® 1am giam sy hap
thu cta thudc dung dong thoi.

Pantoprazol + thudc khing ndm nhom azole (ketoconazole, itraconazole,
posaconazole)/ erlotinib & lam giam su hap thu cta thuc dung dong thoi.

Pantoprazol + thuéc diéu tri HIV (atazanavir) -> 1am ¥ dang ké sinh kha dung
ctia cac thudce diéu trji HIV -> anh huong hiéu qua diéu tri cua thuéc HIV © khong
khuyén cdo dung dong thoi.

Pantoprazol +Thuéc chéng dong coumarin (phenprocoumon hodic warfarin) ->
Tang INR va thoi gian prothrombin -> ¢6 thé gdy chdy mau bat thuong va tir vong &
Theo ddi INR va thoi gian prothrombin khi dung dong thoi.

Clopidogrel + Pantoprazole -> khong anh huong dén ndng d6 chat chuyén hoa c6
y nghia 1am sang ® Khong can chinh liéu khi ding dong thoi.
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Pantoprazol +Methotrexate -> A\ néng do methotrexate & mot vai bénh nhan khi
dung dong thoi methotrexate lidu cao (vi du: 300 mg) © Can nhéc viéc ngung tam
thdi pantoprazole khi chi dinh liéu cao methotrexate (nhu trong diéu tri ung thu, bénh
vay nén) cho bénh nhan.

Pantoprazol + Carbamazepine/diazepam/glibenelamid/nifedipine, thudc tranh
thai duong udng (levonorgestrel va ethinyl oestradiol) @ khong thiy co twong tac
thudc c6 ¥ nghia 1am sang.

Pantoprazole + caffeine/ theophylline/ metoprolol/ ethanol/digoxin ¥ khong
thdy co twong tac thudc ¢ ¥ nghia 1am sang.

Pantoprazole + Thubc khdng acid & khong thiy c6 tuong tac khi dung dong thoi.

Pantoprazole + clarithromycin/metronidazole/amoxycillin ® khong cho thay c6
tuong tac thude lién quan trén 1am sang.

7. Xir tri qua lidu va xir tri:

- Truong hop qué lidu thude Ozzy-40, cac triéu chimg c6 thé bao gdm gidn mach,
nhip tim nhanh, dau dau, 1 1an, ngu ga, dau bung, nhin mo, buén noén, ndn. Xir tri qua
liéu Ozzy-40 bao gom diéu tri tricu chung va hd tro

- Do thudc Pantoprazol gan manh vio protein huyét twong nén phuong phap thim
tach khong gitip loai bo dugc loai thude nay.

NGUOI THONG TIN BO PHAN DUQC GIAM POC

U U

Vii Anh Hai Nguyén Thi Hong Nhung Nguyén Thi Liéu
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