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|NDICATIONS, CONTRA- INDICATICNS, DOSAGE,

Chi BINH, CHONG CHI BINH, CACH DUNG, LIEU
DUNG VA CAC THONG TIN KHAC:

Xem trang 18 huéng dén sl dyng kém theo.

BAO QUAN: Noi kho rac, nhigt 6 khang qud 30°C,
\rénh &nh séng tryc tép.
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ADMINISTRATION AMD OTHER INFORMATION:
Read the leallel enclosed,

STORAGE: Storage in a dry place, at temparalure
not exceed 30'C, protected from direct light.
SPECIFICATION: Ir-house
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PHARMACEUTICAL MEDICAL MATERIALS JOINT STOCK COMPANY
Address: 2rd Roor O Bubding 44, Lot N* 307, Cam Thong Industrial

park, Hai Duong city, Hai Duong province, Vismam.
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HUGNG DAN SU DUNG
Tén thubc: HADUSUFAT 1000
Doc kjf hudng dén sir dung trubce khi dimg. Dé xa tdm tay tré em.

1. Thanh phin cong thire thuic (cho 1 géi thuSc cém pha hin djch ubng)

Thanh phin hoat chit: Ham lugng
Sucralfat 1000 mg

Thanh phén ti dwgc: Polyvinyl pyrrolidon K30, mannitol, sucralose, | Viradu 1 goi
xanthan gum, huong cam, colloidal silicon dioxyd.

2. Dang bdo ché: Thubc cém pha hén dich ubng.

Mb td san phdm: Chm khd toi, mau tring dén trfing nga, vj ngot, miii thom.

3. Chidjnh

HADUSUFAT 1000 dwoc chi dinh trong didu trj loét da day, t4 trang.
Luuy:
(J nhitng bénh nhan loét bj da day, t4 trang nén danh gié tinh trang H.pylori. Vi nhitng bénh
nhén duong tinh véi H. Pylori, nén diéu tri H. Pylori bing céc phuong phép trj liu ngay khi
c6 thé, Pdng thoi, trude khi didu trj loét da day, nén didu trj bt ky bénh 4c tinh nio c6 thé xay
ra bing cac phuong phép thich hop.
4. Cich ding, liéu ding
4.1 Cdch dimg
- Thubc dugc pha trong khoang nira cde nuée truée khi sir dung.
- Tét nhét nén ubng thudc khi bung d6i. Dbi voi ché dd lidu 4 1An/ ngay, 3 lidu ddu udng
1 g6i trude bita in khodng 30 phitt dén 1 gid, lidu tht 4 nén duge sir dung vio budi t6i
truée khi ngi. Hoic voi ché do 2 lan/ngay, st dung 2 gbi vao bubdi sédng sau khi nga
day va 2 géi vao budi ti trudce khi di ngi.
- Thoi gian didu trj t8i wu dbi véi loét da ddy, t4 tring la khoang 4 dén 6 tuin, Néu tinh
trang bénh chua thuyén giam, thoi gian didu trj ¢6 thé kéo dai dén 12 tuin.
4.2 Liéu ding
Lidu lugng khuyén céo:

- Loét da day: 1 géi x 4 1An/ngay.
- Loét ta trang;: 2 g6i x 2 lAn/ngay hoiic 1 g6i x 4 lin/ngay.

Tré em
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- Chua c6 dit lidu nghién ctru trén nhém doi tugng nay.

5. Chdng chi dinh
- Qué min cam v&i sucralfat hogic bét ky thanh phén nao clia thude.
- Khong nén str dung sucralfat néu bénh nhén bj suy giam chitc ning thin nghiém trong
(bénh nhéan xuét hién tinh trang uré huyét, bénh nhén chay thén nhén tao).

6. Canh bdo va thin trong khi ding thudc

Néu sir dung sucralfat trong thoi gian dai, nén thudng xuyén kidm tra ndng d6 nhém trong
mau. Pbi véi bénh nhén suy gidm chitc ning thin, bénh nhén nén kiém tra nbng dj nhom trong
méau ngay ca khi sir dyng trong thoi gian ngén. Nong d6 nay khong nén vuot qua 30 pg/L.

Théin trong ti dwoe:

Thubc ¢6 chita mannitol nén c6 thé géy tac dung nhuén trang nhe.
7. Sit dung thude cho phu ni¥ ¢6 thai va cho con b

7.1 Phu nit co thai

Trong thosi ky mang thai, ngudi me chi nén sit dyng thube trong thdi gian ngén dé han ché anh
hudng cta nhom dén thai nhi. Trong céc thir nghiém trén dong vét, viéc sir dung mubi nhém
da dan dén nhing tac dong cé hai cho thai nhi.

7.2 Phu nir cho con bu

Hop chét chira nhém c6 kha ning di vao sita me. Do kha néng hép thu thip nén khong c6 rai

ro cho tré so sinh.

8. Anh hwimg cia thude 1én kha niing lai xe, vin hanh mdy méc:
Sucralfat khong c6 anh huéng hofic anh huéng khong déng ké dén kha néng 14i xe va vén hanh
may maoc.
9. Twong tic thube, twong ky clia thude
9.1. Tuong tic thuoc
- Dung ddng thoi v6i cac thube khéng acid 1am gidm hiéu qué cla sucralfat.
- Dung ddng thoi sucralfat véi cdc thube nhu cimetidin, ranitidin, ciprofloxacin, norfloxacin,
tetracyclin, ketoconazol, L-thyroxin, digoxin, phenytoin, sulpirid, amitriptylin, theophyllin
& dang phéng thich kéo dai va acid ursodeoxycholic hogc acid chenodeoxycholic ¢6 thé
lam giam su hip thu cta ching.
_ Sucralfat ¢6 anh huong dénh ké dén sy hép thu cia thubc chéng déng mau (thude chdng
d6ng méu dudng ubng). Do do, khi bit ddu va két thic diéu trj voi sucralfat, liéu thudc
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chéng déng mau nén duge theo d6i mot céch chiit ché. Nén ubng sucralfat cach thoi gian
sir dung nhitng thudc khac it nhét 2 gio.
9.2. Twong ky ciia thude
Do khéng c6 céc nghién ciru vé tinh tuong ky cua thude, khéng trén 14n thude nay véi cac
thube khac.

10. Tac dung khong mong mudn ciia thube
Tén sudt xudt hién trong céc thir nghiém 1dm sang dwge dinh nghia nhu sau:

Rét thwdng gip (= 1/10)

Thuang gép (= 1/100 va <1/10)

Khong thuong gap (> 1/1000 va <1/100)

Hiém gap (= 1/10000 va <1/1000)

Rét hiém gap (= 1/100000 va <1/10000)

Khéng rd (Khong tinh toan duge tir dit liéu san c6)

H¢ co quan Tan suat Téc dyng khéng mong mudn

R&i logn than kinh Rit hiém gip Chéng mit.

Khong thuong gép | Tao bon.

Hiém giip Budn nén, khd miéng.

Cam gidc ddy bung, hinh thanh di vat
R&i loan tiéu hoa trén dudng tiéu héa (& nhing bénh
R nhén Ei rbi loan nhu ﬁt’;‘lng. hé; tiéu hfa
do phau thuét, dang diéu tri bang thuoc
1am giam nhu dong hodc méc céc bénh
1am gidm giam nhu dong).

Réi loan da va mb dudi da | Rét hiém gip Phét ban kém theo ngira.

Bdo cio ADR:

Viéc bdo cdo cac phan tmg nghi ngd ¢6 hai cua thude sau khi duge luu hanh 13 it quan trong,
diéu nay cho phép tiép tuc theo ddi can bang giira loi fch/riii ro clia thube. Cac chuyén gia y té
cAn phai bao co bét k¥ phan tmg nghi ngd c6 hai ndo qua hé théng ciia Trung tam Qudc gia
v& Théng tin thubc va Theo d&i phan tmg c6 hai cia thube (Trung tim DI &ADR Quéc gia).
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Théng bido ngay cho bdc st hojic duge si nhitng phin tng cé hei giip phdi khi si dyng
thuibc.

11. Qud liéu va céch xir tri

Tri¢u ching
Céc triéu chimg ngd ddc cip tinh chua duge xéc dinh.
Xi trf

Do ham lugng nhém cia sucralfat, rira da day duge chi dinh 48 xir trf sau khi phat hig¢n bénh
nhn st dung qué liéu.

12. Dic tinh dwge lye hoe:

13.

Nhom dwge Ij: Thubc bio v& niém mac da day; didu trj loét da ddy, 14 trang.

Mi ATC: A02BX02,

Sucralfat co co ché tac dung tai cyc bj trén niém mac da day, t4 trang.

Sucralfat tao thanh céc phirc hop voi protein tai md (& ving loét ho#ic tdn thuong) va chét nhly
dg day. Phire hop ndy c6 kha ning chéng thity phén peptit va han ché sy khuéch tén ion hydro.
Pang thoi, sucralfat kich thich kha niing bao v& sinh 1§ ctia niém mge (t4 tao t& bo, sin xuét
chét nhAy, bai tiét hydro/bicarbonat, lwu lugng méu & niém mac) va do d6 ting kha ning dé
khang cua niém mac dbi voi cac tac nhin ndi sinh (acid hydrocloric, pepsin, acid mét,
lysolecithin) va céc tac nhén ngoai sinh (ruqu, thube khéng viém khong steroid va acid
acetylsalicylic) tang cao. Sucralfat con cd tac dung hép phy pepsin va acid mét.

Pic tinh dwge djng hoc

Sucralfat gin nhu khong duge hép thu. Sau khi ubng sucralfat 6 nhiin **C, ¢6 0,2 - 2,2% chit
nay dugc hép thu qua dudng rugt & nguoi.

Thanh phin dudng ciia sucralfat - sucrose octasulfat khong bj thity phan thanh sucrose ma
nhanh chéng duge dao thai qua thiin dudi dang khong abi.

14. Quy céch dong g6i:

Hop 20 g6i, 30 g6i, 50 goix2 g thube cém pha hdn dich uéng; kém huéng din sir dyung.

15. Pitu kién bio quin, han ding, tiéu chudn chit lrgng caa thude:

Didu kién bao quan: Noi khd réo, nhiét 4§ khong qua 30°C, tranh 4nh séng tryc tiép.
Han diing: 36 thang ké tir ngay san Xut.
Tiéu chudn chét lugng: TCCS.
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16. Tén, dja chi ciia co s& sin xuft thude:
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P/e: Thng 2, Tod nha 4A, Thira dit s6 307, cym Cong nghi¢p CAm Thugng, phudmg Cém
Thurong, thanh phd Hai Duong, tinh Hai Duong.
PT: 0220.3853848




