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HUONG DAN SU DUNG THUOC

I. HUONG DAN SU DUNG CHO NGUOI BENH
1. Tén thuéc: HON DICH UONG SPM-SUCRALFAT 2000
Dé xa tam tay tré em.
Poc ki hwémg din sir dung trwée khi dung.
Théng béo cho béc s§ tic dung khéng mong mudn gip phai khi sir dung thude.
Khéng ding thubc di bién mau, hét han sir dung.
2. Thanh phén, ham lrgng cia thube (cho 1 géi):
Sosraliat s 2000,0 mg

Ta dugc: vira da 01 goéi (Methocel, Propylen Glycol, Methyl paraben, Propyl paraben,
Aerosil, Glycerin, Aspartame, Sorbitol, Vanilin, Nuéc tinh khiét).

3. M6 ti san pham: Hdn dich uéng dang sét, duc, sénh, c6 vi ngot, mai vani.

4. Quy cich déng goéi: Hop 20 géi x gbi 15 g, hop 30 goi x goi 15 g, kém t& hudng dan sir dung.

5. Thudc diing cho bénh gi:

Diéu trj loét ta trang, loét da day, viém da day man tinh, loét lanh tinh.

Phong téi phat loét ta trang, phong loét do stress.

Diéu tri bénh trao ngugc da day - thyc quan.

6. Nén dung thudc nay nhw thé nao va liéu lweng:

Sucralfat khong nén ding cing thirc &n. Phai ubng vao ltic d6i.

Ngudi lom va tré em trén 15 tubi:

Loét ta trang, viém da day:

2 g/lan, m3i ngay udng 2 14n vao bubi sang va trwde khi di ngi. Ti da 8g/ngay.

Vi vét loét nho, cin diéu trj trong 4 tuin.

V6i vét loét 16m, cén diéu tri trong 8 tuan.

Loét da day lanh tinh:

Ngudi 16m: 1 g/lan; ngay udng 4 lan.

Pidu trj tiép tuc dén khi vét loét lanh hin (kiém tra bing noi soi). Thuong cin phai diéu trj 6 - 8
tuan.

Ngudi bénh ciing cin duge didu tri dé loai trir vi khudn Helicobacter pylori ti thiéu bing
metronidazol va amoxicilin, phdi hop véi sucralfat va véi mot thude chéng tiét acid nhu thude (e ché
H, histamin hay trc ché bom proton.

Phong tdi phat loét ta trang:

1 g/lin, ngay udng 2 lan. Piéu trj khong dugc kéo dai qua 6 thang.

Loét té trang tai phat 1a do vi khudn Helicobacter pylori; dé loai trit Helicobacter pylori, cén cho
mot dot didu trj m&i bing sucralfat phdi hgp véi khéng sinh.
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* Phong loét do stress:
1 g/ldn; ngay ubng 4 lan. Liéu t8i da 8g/ngay.
Phong chay mau da day rudt khi loét do stress:
1 g/lin; ngay udng 6 14n. Lidu téi da 8g/ngay.
Diéu tri trao nguwoc da day - thue quan:

1 g/lan, ngay udng 4 14n, mot gidr trude mdi bira an va khi di ngi.
Tré em dudi 15 tudi:

Du phong loét do stress ¢ tré em dang diéu tri ting cuong, diéu tri loét td trang da day lanh tinh ¢
tré em:

1 thang — dudi 2 tudi: 250mg/1an,4-6 1an/ngay.

2 — du6i 12 tudi: 500mg/lan,4-6 14n/ngay.

12 — 15 tudi: 1 g/lin; ngay udng 4 - 6 lan/ngay.

Tré em nén ding thude c6 ham lugng thich hop.

7. Khi nao khéng nén ding thubc nay:

Min cam véi bét ky thanh phan nao ctia ché phim.

8. Tic dung khéng mong muén:

Thuong gdp, ADR >1/100:

Tiéu hoa: Téo bon.

It gap, 1/1000 < ADR < 1/100:

Tiéu héa: Tiéu chay, budn nén, ndn, diy bung, khé tidu, diy hoi, khé miéng.

Ngoai da: Ngira, ban do.

Thén kinh: Hoa miit, chéng mat, mét ngu, budn ngu.

Céc tac dung phu khéc: Pau lung, dau dau.

Hiém gdp, ADR <1/1000:

Phan img man cam: May day, phii Quincke, kh6 thé, viém mili, co thit thanh quan, mét phu to.

Di vét da day.

Théng bdo cho bdc sy hodic dugc sy nhitng tdc dung khéng mong mudn gdp phdi khi st dung thuéc.

9. Nén tranh ding nhimg thudc hodc thye phim gi khi dang sir dung thudc nay:

C6 thé ding cac antacid cing véi sucralfat trong diéu tri loét ta trang dé giam nhe chimg dau.
Nhung khong dwoc udng ciing mét ltc vi antacid ¢6 thé anh huong dén sy gén cla sucralfat trén
niém mac. Nén din ngudi bénh udng antacid truéc hozc sau khi uéng sucralfat mot ntra gio.

Céc thudc cimetidin, ranitidin, ciprofloxacin, norfloxacin, ofloxacin, digoxin, warfarin, phenytoin,
theophylin, tetracyclin khi uéng cing véi sucralfat s& bi giam hép thu. Vi vy phai ung nhimg
thude nay 2 gid truée hogic sau khi ung sucralfat.

10. Cin lam gi khi mt lin quén khéng dung thube:

Ubng liéu tiép theo ngay khi nhé ra, néu gin véi 1dn ding tiép theo thi bo qua lan d6, khong ting
liéu cho 14n dung tiép theo.

V
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© 11. Can bdo quén thudc nay nhw thé nao:
Noi khé thoéng, tranh 4nh sang, nhiét dd dudi 30°C.
12. Nhirng d4u hi¢u va tri¢u chimg khi ding thudc qué lidu:
Chua thiy bao céo vé viéc sir dung qua liéu.
13. Cin phai lam gi khi ding thudc qua liéu khuyén cdo:
Néu dung qua liéu chi dinh, can theo ddi, c6 thé dua dén co so y té dé c6 diéu Hki
14. Nhirng didu cin thén trong khi ding thudc nay:

Dung thin trong & ngudi suy than do nguy co ting ndng dd nhom trong huyét thanh; nhit 1a khi
dung dai ngay. Trudong hop suy thin ning, nén tranh dung.
Sir dung cho phu nir ¢6 thai va cho con bi:
Véi phu nit mang thai: Chua xac dinh duoc tic dung c6 hai dén thai. Tuy nhién, khi mang thai chi
nén ding thuéc trong trudng hop that cén thiét.
Véi phu nit cho con bii: Chua biét sucralfat c6 bai tiét vao sita hay khdng. Néu c6 bai tiét vao sira
me, lugng sucralfat ciing s& rét it, vi thudc duge hdp thu vao co thé rt it.
Tdc dpng ciia thudc khi ldi xe va vin hanh mdy méc:
Khong thdy c6 b4o cdo vé anh hudng ciia thudc dén kha ning 14i xe va van hanh may méc.
15. Khi nao cin tham vén béc sy, dwge sy:
Khi gaip bit ky tac dung khong mong mubn no cua thube.
Néu cén thém thong tin xin héi y kién bac sy hodc duoc s§.
16. Han ding: 36 théng ké tir ngdy san xuét.
17. Tén/ biéu twong ctia nha san xuét/ chi s¢ hiru gidy phép ding ky san phim:
Nha sdn xudt:
CONG TY CO PHAN S.P.M (S.P.M CORPORATION)
l j‘ Dia chi: L6 51, Pudng s6 2, KCN Tan Tao, P. T4n Tao A, Q. Binh Tén,
SPM TP. HCM

Céng ty ddng ky va phén phoi:
ORGALIFE
nutrtional selence | ~ANG TY TNHH KHOA HOC DINH DUGNG ORGALIFE

Sé 46, Pudng 77, Phudng Tan Quy, Quén 7, TP. H Chi Minh

18. Ngay xem xét sira doi lai to thong tin cho bé¢nh nhén:
(Ngay dugc cip sb dang ky cua san phim)

I1. HUONG DAN SU DUNG CHO CANBQ Y TE
1. Céc dic tinh dwge lyce hoe:

Sucralfat 14 mot mudi nhdm cua sulfat disacarid, ding diéu tri loét da day. Co ché tac dung cia
thudc 12 tao mét phirc hop véi cac chit nhur albumin va fibrinogen cta dich ri két dinh véi & loét,
lam thanh mdt hang rao ngin can tac dung cla acid, pepsin va mét. Sucralfat cling gan trén niém

W/
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- mac binh thudng cia da day va té tring véi ndng do thip hon nhiéu so véi vi tri loét. Sucralfat con
tc ché hoat dong ctia pepsin, gin v6i mubi mat, 1am tang san xuét prostaglandin E, va dich nhdy da
day. 30
2. Céc déic tinh dwge djng hoc: .
Hép thu: Thudc hép thu rét it (< 5%) qua dudng tiéu héa. Do hip thu kém’
cao va d9 hoa tan thip cia thudc trong da day. > \ ;
Phén bb: Chua x4c dinh duge. N
Chuyén héa: Thubc khéng chuyén héa. i
Thai trir: 90% thube duge dao thai ra phan, mot lugng rit nho dugce hﬁp thu va thai ra nudc tiéu
duéi dang hop chit khong ddi.

3. Chi dinh:

Diéu trj loét t trang, loét da day, viém da day man tinh, loét lanh tinh.

Phong tai phat loét t4 trang, phong loét do stress.

—

N2 7 15
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Piéu trj bénh trdo nguoc da day - thuc quan.

4. Cich dung - Liéu dung:

Sucralfat khong nén ding ciing thirc &n. Phai udng vao lic déi.

Ngwoi lom va tré em trén 15 tudi:

Loét ta trang, viém da day:

2 g/lan, m3i ngay ubng 2 14n vao budi sang va trude khi di ngi. Téi da 8g/ngay.

Vi vét oét nho, cin diu trj trong 4 tuin.

V6i vét 10ét 1ém, cén didu tri trong 8 tudn.

Loét da day lanh tinh:

Ngudi 16m: 1 g/lan; ngay ubng 4 lan.

Didu trj tiép tuc dén khi vét loét lanh hin (kiém tra bing noi soi). Thuomg can phai diéu tri 6 - 8
tuan,

Ngudi bénh ciing cAn dugc diéu tri dé loai trr vi khudn Helicobacter pylori t6i thiéu bing
metronidazol va amoxicilin, phdi hop véi sucralfat va véi mot thudc chéng tiét acid nhu thube (e ché
H, histamin hay rc ché bom proton.

Phong tdi phdt loét ta trang:

1 g/lan, ngay ubng 2 14n. Piéu trj khong dugc kéo dai qué 6 thang.

Loét t4 trang tai phét 12 do vi khuin Helicobacter pylori; dé loai trix Helicobacter pylori, can cho
mot dot didu tri méi bing sucralfat ph6i hop véi khéng sinh.

Phong loét do stress:

1 g/lin; ngay ubng 4 14n. Liéu tdi da 8g/ngay.

Phong chay mdu da day rudt khi loét do stress:

1 g/lin; ngay udng 6 14n. Liéu t6i da 8g/ngay.

Diéu tri trao nguoc da day - thuc quan: V

1 g/lin, ngay ubng 4 1an, mot gid trrde mdi bira #n va khi di ngu.
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© Tré em duéi 15 tubi:

Du phong loét do stress ¢ tré em dang diéu tri tdng cuong, diéu tri loét td tr.

g\ja—daqu\mh ¢

- : :;‘/
fre em:

1 thang — dudi 2 tudi: 250mg/lan, 4-6 1an/ngay.

2 — duéi 12 tudi: 500mg/ln, 4-6 1an/ngay.

12 — 15 tudi: 1 g/lin; ngady udng 4 - 6 lan/ngay.
Tré em nén ding thudc c6 ham lugng thich hop.

5. Chéng chi dinh:

Min cam véi bét ky thanh phan nao cua ché phdm.
6. Thén trong:

Dung thén trong & ngudi suy than do nguy co ting ndng d6 nhom trong huyét thanh; nhit 1a khi
dung dai ngay. Trudng hgp suy than ning, nén tranh dung.

Sir dung cho phu nir c6 thai va cho con bi:

Véi phu nit mang thai: Chua xac dinh duoc tic dung c6 hai dén thai. Tuy nhién, khi mang thai chi
nén ding thudc trong trudng hop thét cin thiét.

Véi phu ni cho con bii: Chua biét sucralfat c6 bai tiét vao sita hay khong. Néu c6 bai tiét vao sira
me, luong sucralfat cling s& rét it, vi thudc duge hip thu vao co thé rét it.

Tdc dpng ciia thubc khi ldi xe va vgn hanh mdy méc:

Khéng thiy ¢6 bdo cdo vé anh hudng cua thude dén kha ning 1ai xe va van hanh may méc.

7. Twong tic thude:

C6 thé ding cac antacid cing véi sucralfat trong didu tri loét ta trang dé giam nhe chimg dau.
Nhung khéng duge udng cing mt lic vi antacid c6 thé anh hudng dén sy gin cua sucralfat trén
niém mac. Nén din ngudi bénh ubng antacid truée hoic sau khi udng sucralfat mot nira gio.

Céc thube cimetidin, ranitidin, ciprofloxacin, norfloxacin, ofloxacin, digoxin, warfarin, phenytoin,
theophylin, tetracyclin khi udng ciing véi sucralfat s& bj giam hép thu. Vi viy phai ubng nhimg
thube nay 2 gio trude hoic sau khi ubng sucralfat.

8. Tdc dung khéng mong muén (ADR):

Thuong gap, ADR >1/100: ‘?
Tiéu héa: Téo bén.

[t géip, 1/1000 < ADR < 1/100:

Tiéu hoa: Tiéu chay, budn ndn, nén, diy bung, kho tiéu, diy hoi, khé miéng.

Ngoai da: Ngira, ban do.

Thén kinh: Hoa mét, chéng mit, mét ngt, budn ngi.

Céc téc dung phu khéc: Pau lung, dau dau.

Hiém gép, ADR <1/1000:

Phén {mg mén cidm: May day, phi Quincke, khé thg, viém mili, co thét thanh quan, mit ph to.

Di vit da day.

Théng bdo cho bac sy hodc dwgc sy nhitng tdac dung khong mong muén gdp phdi khi sir dung thuéc.
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 Hudng din cich xir tri ADR
Céc tac dung khong mong mudn cua sucralfat it gip va ciing hiém truomg hop
9. Sir dung qui liéu va xir tri:
Néu ding qua lidu chi dinh, can theo ddi, c6 thé dua dén co s& y té dé c6 didu t

TUQ CUC TRUONG
PTRUONG PHONG
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