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Hdp 30 gdi x 10ml hén dich uéng 

SUCRALFAT DWP 2g/10ml 

WEALPHAR 

Hén dich uéng 

SUCRALFAT DWP 

29/10ml 

Thanh phan: Mai 10 ml chtra: 

Sucralfat ecco 

Ta dug vd..... 10 ml 

Lac ky true khi diing. 

Bé xa tim tay tre em. 

Doc ki huéng dan sir dung tru 

khi ding. 

CT CP DUOC PHAM WEALPHAR 

L6 CN5, Khu céng nghiép Thuy Van, 

Xa Thuy Van, Thanh phd Viet Tri, Tinh 

Phd Tho. 

G6i 10ml 
SOWSX: HD: 

‘Composition: Each 10 ml contains: 

Sucralfate ...... 

Ir ation, tions and 

other information: See package insert 

‘Specification: |n - house 

Storage: Dry place, not above 30°C. 

SDK (Reg. No): 

Co sé san xuat / Manufacturer: 

CONG TY CP DUC PHAM WEALPHAR/ 

WEALPHAR PHARMACEUTICAL J.S.C 

L6 CNS, Khu cong nghiép Thuy Van, X4 Thuy Van, 

Thanh phé Viét Tri, Tinh Phu Tho./ 

Lot CNS, Thuy Van Industrial Park, Thuy Van Ward, 

Viet Tri City, Phu Tho Province. 

Box of 30 sachets x 10ml oral suspension 

SUCRALFAT DWP 2g/10ml 

WEALPHAR 

Thanh phan: Méi 10 mi chia: 

Sucralfat cossccsiciiersnine 29 
TA MUOC VO......cccseeeseseee 10 Mi 

Chi dinh, cach ding, chéng chi dinh va cdc 

théng tin kha: Xem trong t@ hu'éng dln str dung 
thudc kém theo. 
Tiéu chudn: TCCS. 

Bao quan: Noi kho, nhiét do khong qua 30°C. 

Lac ky tnréc khi dung. Dé xa tim tay tré em. 
Doc ky huéng din sw dung tnréc khi ding. 

Shake well before uso. Keep out of reach of 

children. Read the accompanying instructions. 

carefully before uso. 

$6 6 SX (Lot No) : 
NSX (Mig. Date) : 
HD (Exp. Date) 
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SUCRALFAT DWP 2G/10ML 

“Dé xa tam tay tré em” 

“Doc ky hudng dan sit dung trudéc khi ding” 

“Lac k¥ truéc khi ding” 

Ma ATC: A02BX02 

Thanh phan tad dugc: Microcrystalline cellulose va carboxymethyl cellulose sodium, 

Colloidal silicon dioxide, Simethicone emulsion 30%, Nipagin, Sodium saccharin, 

Monobasic sodium phosphate monohydrate, Allura red, Huong dau (Propylene glycol, 

Huong liéu téng hop Cookie Drink Flavoring Concentration Liquid 419838H, Huong liéu 

tong hop AZ42974 - Tropical Energy Flavouring), Glycerin, Sorbitol solution 70%, Nuéc 

tinh khiét vira da. 
2. Dang bao ché: H6n dich uéng. 

M6 ta: Chat long duc, sanh, mau hong, mii dau, vi ngot. Hon dich khi dé yén thi duge chat 

ran phan tan c6 thé tach riéng, nhung phai tré lai trang thai phan tan dng nhat trong chat dan 

khi lic nhe trong 1 dén 2 phut va gitt nguyén trang thai d6 trong vai phut. 

3. Chi dinh 

Diéu tri loét ta trang tién trién; 

Diéu tri duy tri loét t4 trang 6 nhitng bénh nh4n khéng nhiém Helicobacter pylori hodc 6 

nhitng bénh nhan khong thé loai trir dugc Helicobacter pylori. 

4, Cach ding, ligu ding 
Cach ding: Thuéc ding dudng udng. Lac ky truéc khi uéng. 

Liéu ding: 

Diéu tri loét ta trang tién trién: uéng 1 g6i (10 ml) vao budi sang khi thire day, truéc khi 4n 

sang nita gid dén 1 gid, va 1 géi (10 ml) vao buéi tdi, sau bita tdi khoang 2 gid, trong 4 dén 6 
A 

tuan. 

Phéng tdi phat loét td trang: udng 1 goi (10 ml) vao budi téi, truéc bita 4n nita gid dén 1 gid, 
hoac truéc khi di ngu, sau bita téi khoang 2 gid. 
Khong can thiét phai két hop voi thuéc ching tiét acid, thuéc khang acid hoac thuéc bang se 
niém mac. 

5. Chong chi dinh 

Qua man véi sucralfat hodc véi bat ky thanh phan nao cua thuéc; 

Tré so sinh sinh non va nhe can. 

6. Canh bao va than trong khi ding thudc 

Mét sé trudng hop vé cdc khéi ran trong dwong tiéu hda da duge bao cdo 6 nhiing bénh nhan 

nam vién tai cac don vi cham séc diac biét cha yéu lién quan dén viéc nudi 4n bang éng thong 

va 6 tré so sinh, dac biét la tré sinh non va nhe can. 
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Nh6m giai phong trong da day, mac di duge hap thu kém trong dudng tiéu hda, cé thé tich ty 

A da Bviet la trong nao (nguy co mac bénh nao) trong trudng hgp suy than man 
(a) , Re 

tinh. Dg ‘évahing-doi trong mac phai tinh trang nay, khong nén str dung sucralfat kéo dai 

(diéu tr i thang). 

Mac dt. ch ig chi dinh nao duoc chimg minh, nhung khéng nén ding sucralfat kéo 

dai 6 Aho shan bi ha phosphat m4u (cudng tuyén cAn gidp nguyén phat, bénh cdi 
xuong loa ang vitamin) 

Canh bdo ta dugc 

Ché pham chita nipagin, cé thé gay phan img di tmg (cé thé xuat hién mu6n). 

Méi 10 ml hén dich uéng chita tir 979 dén 1325 mg sorbitol. Sorbitol 14 1 nguén cung cap 
fructose. Néu khéng dung nap duge mét sé loai dudng hodc mac chitng khéng dung nap 
fructose di truyén (HFI), hay théng bdo véi bac si truéc khi ding thudc. Sorbitol cd thé gay 
kh6 chiu 6 duéng tiéu hdéa va gay nhuan trang nhe. 

Thudc cé chita it hon 1 mmol (23 mg) natri trong mdi gi, tire 1a vé co ban khéng cé natri. 
7. Sir dung thuéc cho phu ni co thai va cho con bu 

Thoi ky mang thai 

Cac nghién ciru trén dong vat khéng chimg minh dugc tac dung gay quai thai. Do khéng cd 

tac dung gay quai thai 6 déng vat nén dy kién sé khéng cé tac dung gay di tat 6 nguwdi. Cho 

dén nay, cac chat gay di tat 6 ngudi da duoc chimg minh 1a gay quai thai 6 dong vat trong cac 

nghién ciru duge tién hanh ky lung trén ca hai loai. 

Vé mit lam sang, hién tai khong cé du dé liéu lién quan dé danh gid tac dung gay di tat hoac 

gay ddc cho thai nhi cua sucralfat khi ding trong thdi ky mang thai. 

Vi vay, dé phong ngiva, tét nhat kh6ng nén st dung sucralfat khi mang thai. 

C4n tinh dén sy hién dién ctia cdc ion nhém cé kha nang anh huéng dén qué trinh di chuyén 

cia thite 4n trong dung tiéu hoa: mudi nhém 1a nguyén nhan gay tao bén, cé thé lam tang 
thém tinh trang téo bon thudng gap khi mang thai; ching ciing cé thé gay giam phospho khi 

ding liéu cao (trir nhém phosphat). Sy hap thu ion nhém dugc coi 1a téi thiéu va khéng cé 

nguy co gay qua tai cho co thé néu str dung liéu gidi han trong thdi gian khuyén cdo, nhung 

nguy co nay 1a cé that néu khéng thyc hién theo khuyén cao, dic biét trong trudng hop nguoi 

me bi suy than: nguy co nhiém déc nhém ¢ thai nhi va tré so sinh. 

Cé gang gidi han liéu hang ngay va néu cé thé, han ché thdi gian ding thudc. 

Thoi ky cho con bi 

Khong khuyén cdo sir dung sucralfat trong thoi gian cho con bi. 

8. Anh hwéng cia thuéc lén kha nang lai xe va van hanh may méc 

Chua cé bao cao. 

9. Tuong tac, twong ky cia thuéc 

* Tuwong tac cia thuéc 

Sucralfat khéng lam thay ddi sy hap thu cua quinidine, propranolol, aminophylline va 

cimetidine. 

Than trong khi ding déng thdi: co thé lam chdm va/hodc gidm hp thu cia mét sé loai thuéc; 
dé giam thiéu tuong tac nay, nén ding sucralfat va ding cdc loai thuéc nay cach nhau it nhat 
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2 gio: Thuédc chéng déng dudng uéng (warfarin), digoxin, phenytoin, quinolone 

(cipro nefloxacin, norfloxacin va sparfloxacin). 

Trong khOng cé théng tin chinh xac vé cdc loai thuéc khac c6 thé duge ding déng 

thoi2voi Saeralfat, én\tudn theo cac quy tac tuong tu. 

* Teong ¥ cuat bc: Do khéng cé cdc nghién ctru vé tinh tuong ky cia thudc, khéng tron 

lan th 5646 thudc khéec. 
10. Ta ong mong mudn cia thudc (ADR) 

Tao bon; 

Cac ADR khac hiém gap hon nhiéu (du6i 0,5%): khé miéng, bu6n n6n, nén, phat ban trén da, 

chong mat; 

Vé mat ly thuyét, cé nguy co thiéu phospho khi str dung sucralfat lau dai va liéu cao do nhom 

lién két v6i photphat trong thuc pham; 

M6t sé truong hop vé cac khéi ran trong dudng tiéu héa da duge béo cdo 6 nhttng bénh nhan 
co nguy co cao. 

Thong bao ngay cho bac s¥ hoc duge si khi gap cac tac dung khéng mong mué6n nhv trén 

khi str dung thuéc hoac bao cdo cdc phan img cé hai cia thuéc vé Trung tam Théng tin thudc 

va Theo déi phan tng co hai cia thuéc (ADR) Quéc Gia. 
Dia chi: 13 - 15 Lé Thanh Téng - Hoan Kiém - Ha Ndi. 
Dién thoai: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com. 

11. Qua liéu va cach xt tri 
Triéu chimg 

Khong c6 dtr ligu vé sir dung thudéc qué liéu, khong ding qua liéu chi dinh cia thuéc. 

Xt tri 

Tich cyc theo doi dé cé bién phap xir tri kip thdi. 

12. Quy cach dong goi 

H6p 30 goi 10ml. 

13. Diéu kién bao quan 

Noi khé, nhiét d6 khéng qua 30°C. 

14. Han ding 

24 thang ké tir ngay san xuat. 

15. Tiéu chuan chat lugng thuéc 

TCCS. 

16. Tén, dia chi cia co sé san xuat: 

Tén co'sé san xudt : CONG TY CO PHAN DUGC PHAM WEALPHAR 
Dia chi: L6 CN5, Khu cong nghiép Thuy Van, X4 Thuy Van, Thanh phé Viét Tri, Tinh Pha 

Tho. 
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