Doc ky hudng din sir dung trudc khi dung.
Néu cin thém thong tin xin hoi y kién thay thuoc
Chi ditng thuéc nay theo suw ké don ciia thay thudc.

RAZOPRAL

(Vién nén bao phim tan trong rugt Pantoprazol 40 mg)

THANH PHAN:

Moi vién bao phim tan trong rudt chira:

Natri pantoprazol sesquihydrat

Tuong duwong Pantoprazol ......................... 40 mg

Ta dugc: Manitol, natri bicarbonat, croscarmellose natri, magnesi stearat,
hydroxypropylmethylcellulose, talc, polyethylen glycol 6000, eudragit L100, oxyd sdt vang, titan
dioxyd... vira du 1 vién.

PAC TiNH DUQC LUC HQC:

Pantoprazol 1a mot chét trc ché bom proton, trc ché enzym H*/ K* ATPase chiu trach nhiém vé
sur tiét acid ¢ té bao vién cia da day

Pantoprazol c6 tdc dong manh va kéo dai. Ubng pantoprazol 40 mg/ ngay, su tiét acid b (rc ché
51% vao ngay thir nhat va 85% vao ngay thit 7. Lugng acid co ban trong 24 gio giam 37% va
98% tuong ng.

Luong gastrin lac doi tang 1én, nhung khong vuot qua gidi han binh thuong trén. Sau khi két
thiic dot diéu tri, gia tri gastrin tro lai binh thuong.

PAC TiNH DUQC PONG HQC:

Pantoprazol duoc hp thu nhanh qua duong tiéu hoa. Khoang 2,5 gi¢ sau khi ubng mot lidu don
40 mg, pantoprazol dat ndng do t6i da trong huyét thanh khoang 2 - 3 mcg/ ml. Thoi gian ban
hay khoang 1 gio. Thé tich phan bo khoang 0,15 1/ gid/ kg, va do thanh thai khoang 0,1 1/ gio/ kg.
Dugc dong hoc cua pantoprazol khong thay d6i khi dung cac liéu lap lai.

Pantoprazol gan két vai protein huyét tuong khoang 98%. Puoc chuyén hoa ¢ gan va thai trir
qua thén (80%) va phan.

CHI PINH PIEU TRI:

Pantoprazol dugc chi dinh trong cac truong hop can giam tiét acid:

- Loét ta trang.

- Loét da day.

- Viém thyc quan trao nguoc.

- Hoi ching Zollinger-Ellison va cac bénh ting tiét khac.

- Dung phéi hop vé6i khang sinh dé diét Helicobacter pylori & bénh nhén loét t trang hay viém
da day.

LIEU DUNG - CACH DUNG:

Pantoprazol dugc dung dudi dang mudi natri; 11,28 mg pantoprazol natri twong duong véi 10
mg pantoprazol

Bwo’ng uong: Dung mdi ngay mot 1an vao budi sang, trude sau bita an déu dugc. Thude khang
acid c6 thé udng dong thoi vaoi thude nay.

Vi pantoprazol bi pha huy ¢ moi truong acid nén phai dung dudi dang vién bao tan trong rudt,
khi udng pantoprazol phai nudt ca vién, khong dugc bé, nhai hodc 1am v vién thude. Phai tuan
thu day du ca dot diéu tri.

Diéu tri bénh trao nguoc da day - thuc quan: Uong moi ngdy mot lan 20 - 40 mg vao budi sang
trong 4 tuan c6 thé tang t6i 8 tuan néu can thiét. O nhitng ngudi vét 1oét thuc quan khong lién
sau 8 tuan diéu tri, co thé kéo dai dot diéu trj téi 16 tuan.
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Diéu tri duy tri: 20 - 40 mg mdi ngay. D6 an toan va hiéu qua dung liéu duy tri trén 1 nim chua
dugc xac dinh.

Pieu tri loét da day lanh tinh: Uong mdi ngay mot 1an 40 mg, trong 4 - 8 tudn.

Loét ta trang: Udng mdi ngay mot lan 40 mg, trong 2 - 4 tuan.

Dé tiét trir Helicobacter pylori, can ph01 hop pantoprazol voi 2 khang sinh trong ché do diéu tri
dung 3 thudc trong 1 tuan. Mot phac d6 hiéu qua gom pantoprazol uong 40 mg, ngay 2 lan (vao
budi sang va budi tbi) + clarlthromycm 500 mg, ngay 2 lan + amoxicilin 1,0 g, ngay 2 lan hogc
metronidazol 400 mg, ngay 2 lan.

DPiéu tri dw phong loét dwong tiéu héa do thudc chong viém steroid: Udng mdi ngay mot 1an 20
mg.

Diéu tri iri tinh trang tang tiét acid bénh Iy trong hoi chirng Zollmger Ellison: Udng héu bét déu
80 mg mdi ngay mot lan, sau d6 diéu chinh theo dap ung ctia ngudi bénh (ngu(n cao tudi lidu t6i
da 40 mg/ ngay). C6 thé tang liéu dén 240 mg mdi ngay. Néu liéu hang ngay 16n hon 80 mg thi
chia 1am 2 1an trong ngay.

CHONG CHI PINH: ‘ ,
Bénh nhan man cam véi bat ky thanh phan nao cua thudc.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

- Khi can diéu tri bang pantoprazol trong thoi gian dai ¢ bénh nhan suy gan nang, can theo doi
cac enzym gan trong qua trinh diéu tri. Néu ting enzym gan, phai ngung sir dung pantoprazol.

- Trudc khi str dung pantoprazol dé diéu tri loét da day, can kiém tra bénh nhéan dé loai trir kha
nang bi u 4c tinh, vi pantoprazol s€ lam gidm céc triéu chung cua loét ac tinh va lam cham sy
chan doan.

- Khi diéu tri giam tiét acid, da day bi giam tinh acid nén s6 luong vi khuan trong dudng tiéu
héa s& ting lén, c6 thé din dén nhiém khuan duong tiéu héa nhu Salmonella va
Campylobacter.

- Khi diéu tri hoi chimg Zolhnger Ellison va cac bénh tang tiét khac can thoi glan diéu tri kéo
dai, sy hap thu vitamin B12 bi giam do it acid. Nén theo ddi cac dau hiéu 1am sang.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

- Su hép thu ketoconazol bi giam khi ding dong thoi véi pantoprazol.

- Bénh nhan diéu tri bang thuc chéng dong mau coumarin dong thoi v6i pantoprazol, phai
kiém soat thoi gian prothrombin trong thoi gian diéu tri.

- Hoat chit ctia pantoprazol dugc chuyén hda & gan nhd hé enzym cytochrom P450. Khong loai
trir kha ning pantoprazol twong tac voi nhitng thudc khac chuyén hoéa cung hé enzym
cytochrom P450. Tuy nhién, & 1am sang chua thay tuong tac dang k¢ trong nhitng thur nghiém
dac hiéu voi mot so thuoc hodc hop chat cd tinh chat noi trén nhu carbamazepin, cafein,
diazepam, diclofenac, digoxin, ethanol, glibenclamid, metoprolol, nifedipin, phenprocoumon,
phenytoin, theophyllin, warfarin va céc thubc tranh thai ding bang duong ubng.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Khoéng c6 day du kinh nghiém 1am sang vé str dung pantoprazol cho phu nit c6 thai. Khong c6
thong tin vé sy tiét pantoprazol vao sita me. Vi thé chi dung pantoprazol cho phu nir c6 thai va
cho con bt khi that su can thiét.

TAC DUNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thuoc c6 thé gay chong mat, 161 loan thi gidc... can than trong khi 14i xe va van hanh may moc.

TAC DUNG KHONG MONG MUON:

Thuong gap, 1/100 < ADR < 1/10:

Dau bung trén, tiéu chay, tdo bon, ddy hoi, nhirc dau.

It gdp, 1/1.000 < ADR < 1/100:

Budn ndén/ nén mira, chong mat, rdi loan thi giac, phan tmg di timg da nhu ngira va néi man do.
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Hiém gap, 1/10.000 < ADR < 1/1.000:

Kho mleng, dau khop.

Rat hiém gap, ADR < 1/10.000:

Thiéu bach cau, thiéu tiéu cau, phi ngoai vi, ton thuong ning té bao _gan dan d&én vang da cd/
khong suy gan, ting enzym gan, ting than nhiét, dau co, suy nhuoc than kinh, viém than k&, n6i
may day, phu mach, cac phan tng nang trén da nhu hoi chung Stevens-Johnson, ban do da hinh,
hoi chirng Lyell, man cam voi anh sang.

Théng bdo cho thay thubc cdc tc dung khong mong muon gép phdi khi sir dung thudc.

QUA LIEU VA XU TRI:

Céc sb lidu vé qua liéu cua cac thude tru ché bom proton & ngudi con han ché. Cac ddu hiéu va
triéu chiing cua qua lidu co thé 1a: Nhip tim hoi nhanh, gidn mach, ngu ga, 1a 14n, dau d4u, nhin
md, dau bung, budn ndn va non.

Xtr tri: Rira da day, dung than hoat, diéu tri triéu ching va hd tro.

Theo doi hoat dong ctia tim, huyét ap. Néu non kéo dai phai theo ddi tinh trang nude va dién giai.
Do pantoprazol gan manh vao protein huyét tuong, phuong phap tham tich khong loai dugc
thudc.

PONG GOI: Hop 2 vi x 14 vién.
Hop 10 vi x 10 vién.
HAN DUNG: 36 thang ké tir ngdy san xuat.
TIEU CHUAN CHAT LUQNG: Tiéu chuan nha san xuét.
BAO QUAN: Noi kho rao, tranh 4nh sang, nhiét d6 khong qua 30°C.

San xut tai: ) )

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Buong D17, Khu Cong nghiép My Phudce 1, Phuong Théi Hoa, Thi xa Bén Cét, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

Tén san pham: RAZOPRAL

M4 sb toa: 0239.T1

- Chuyén file in theo mau Cyc QLD cap

- Thém quy céch 10 vi x 10 vién theo cong van 14688/QLD-DK ngay
27.08.2014 cua Cuc QLD

- Chuyén m4 toa tir TOA134DBB sang 0239.T1 theo SOP Q.DK.1003

Kiém soét sira ddi:

Nhan vién thiét ké:
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