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Nhan Goi
Quicich | Géi2g
Thanh phan: Sucralfat 1000 o
anh phén: Sucralfa mg ' BV PHARMA GMP-WHO
vira di 1 géi. -
Chi djnh, cach dung, chbng chi djnh va cée thdng tin
khée: Boc td hudng din st dung thude. ~ el =y
D) « [ ,
Bélo quan: Nhigt d khong qua 30°C, /, | (( ), )/, ] / // i\ // 0
Tiéu chuan: TCCS Sucralfat 1000 mg
DE XA TAM TAY TRE EM.
DQC KY HUGNG DAN SU DUNG TRUGT KHI DUNG.
WHO-GMP
Nha san xut:
CONG TY TNHH DUGC PHAM BV PHARMA )y Goi 2¢
$618, Budng L& Thj Soc, Ap 2A, X Tan Thanh Tay, G iz el i
Huyén Ca Chi, Thanh Phd H6 Chi Minh, Viét Nam.
(Ngaysx:  HD: )




https://trungtamthuoc.com/

———

L0099 77
7/ CONG TY TNHH N

DUGC PHAM |

DE XA TAM TAY TRE EM.
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG.

THANH PHAN: MJdi goi chira:
Théanh phan dicge chat: Sucralfat..............ccoe...... N 0, O S O SRR R R 1000 mg.
Thanh phan té dirge: Lactose monohydrat, povidon K30, maltodextrin, aspartam, melon powder flavour.

DANG BAO CHI:: )
Cbm pha hdn dich ubng (thudc géi chira cém mau trdng nga, mii dic trung, vi ngot).

CHI PINH PIEU TRI:

Dé diéu tri loét da day va ta trang.

Luru y khi didu tri loét da day, ta trang:

Tinh trang nhim H. pylori nén duogc xac dinh & bénh nhén loét da day va ta trang. Ddi véi nhiing bénh
nhan duong tinh v6i H. Pylori, nén tim cach diéu trj loai bo vi khudn H. Pylori théng qua diéu tri diét trir
bat ¢t khi ndo c6 thé. Trude khi didu trf loét da day (loét ta trang), nén loai trlr bat ki bénh 4c tinh nio
c6 thé xay ra bang céc bién phéap thich hop.

LIEU LUQNG VA CACH DUNG:

Liéu lwong:

Loét t4 trang: 2 gbi x 2 l4n hodc 1 géi x 4 lan/ngay.
Loét da day: 1 goi, 4 lan/ngay.

Tré em va thanh thiéu nién: Khong ¢ dit liéu c6 sin.

Cich diing: Thude diing qua dudng udng,

Nén udng thude khi bung déi, tire 1a 3 14n, mdi 1an 1 gbi cach tir nira gidr dén mot gioy trude bira &n, lidu
thir tur udng vao budi t&i ngay trude khi di ngd, hogic 2 gbi vao budi sang sau khi thirc ddy va 2 géi-vao
budi tdi trude khi di di ngi. N6i chung, thoi gian didu trj tir 4 - 6 tuan 14 da dbi véi loét da day va ta
trang.

Néu vét loét chua lanh hoan toan, viée didu tri bing ROSHAITO ¢6 thé kéo dai dén 12 tuén.

CHONG CHI PINH:

- Qua man cam v&i sucralfat hay véi bat ky thanh phan ndo cia thude.

- Bénh nhan bj suy giam chire niing than niing (bénh nhan bj u ré huyét, bénh nhan loc than nhan tao),
khong nén stir dung ROSHAITO vi ¢6 chira nhom.
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CANH BAO VA THAN TRONG KHI SU DUNG:

- Néu sir dung Roshaito trong thoi gian dai, can xét nghiém ndng do nhdm trong mau thudng xuyén.
Néu chirc ning than bi suy giam, cdn xét nghiém ndng db nhdm trong mau ngay ca sau khi sir dung
ngén han. Khéng nén vuot qua 30 microgamy/lit.

- Lactose:

Do san phdm cé chira ta duoc lactose, khéng nén dung thude nay cho cac bénh nhan cé vin d& di
truyén hiém gip vé khong dung nap galactose, cac ngudi thidu lactase hodic kém hép thu glucose-
galactose.

- Aspartam:

Do thubc c6 chira aspartam, 13 ngudn phenylalanin c6 thé c6 hai cho ngudi bi phenylketon niéu.

TRUONG HQP CO THAI VA CHO CON BU:

Phu nfr ¢6 thai

Chi nén sir dung thudc trong thoi gian ngén & thoi ky mang thai, dé tranh trudng hop thai nhi tiép xtc
v6i nhom.

Phu nit cho con bd

Trong cdc thir nghiém trén dong vat, viée str dung mudi nhom di dan dén nhitng tac ddng cé hai cho tré.
Céc hop chat nhom cé qua sira me. Do kha nang hap thu thap nén khdng c¢6 nguy co cho tré so sinh

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Roshaito khong ¢ hodc anh hudng khong dang ké dén kha niing 14i xe va sir dung may moc.

TUONG TAC, TUONG KY VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:
Duing thude khang acid cting liic lam giam hiéu qua ciia ROSHAITO.

Néu ding ROSHAITO ciing lic vé6i cac thube Cimetidine, ranitidine, ciprofloxacin, norfloxacin va
tetracyclines, ketoconazol, L-thyroxine, digoxin, phenytoin, sulpiride va amitriptyline, theophylline &
dang phdng thich kéo dai va axit ursodeoxycholic hoic acid chenodeoxycholic, lam giam sy hf’ip thu cla
cac thube ding chung. Khéng thé loai tetr anh hudng ctia ROSHAITO véi su hip thu cia thudc chéng
- dong méu (thude chdng dong mau dudng udng). Do d6, Liéu lugng thude chéng dong méu phai duge
kiém tra cdn than ca khi bét dau va két thic diéu tri bang ROSHAITO. Do dé, c4c loai thudc khac nén
udng cach ROSHAITO hai gib.

TAC DUNG KHONG MONG MUON:

Céc tan suat sau day duoc sir dung dé danh gia tac dung c6 hai:
Rét thudng gap (= 1/10).

Thuong gip (> 1/100 dén <1/10).

it gap (> 1/1.000 dén < 1/100).

Hiém giip (> 1/10.000 dén <1/1.000).

Rét hiém giip (< 1/10.000).

Céc bénh v& hé thén kinh:
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Rat hieém gép: Chong mat.
Céc bénh vé dudng ti€u hoa:

it gap: tdo bon

Hiém gip: budn ndn, khé miéng

Rét hiém giip: cam gidc no, hinh thanh cin (& bénh nhan bi 16i loan tiéu héa), rdi loan vén dong do phau
thuét, didu trj bang thudc hodic cac bénh lam giam kha ning van dong).

Céc bénh vé da va md dudi da:

Rt hiém gip: phat ban c6 kém theo ngira.

=

A , - _ - ~ S . , TN
THONG BAO NGAY CHO BAC SI HOAC DUQC SI NHUNG PHAN UNG CO HAI GAP PHAI ~g
KHI SU DUNG THUOC, ¢ TNHI
HAM |

QUA LIEU VA CACH XU TRI: Rb
Qué lidu: Cac triéu chimg ngd doc cép tinh chua durge biét dén. ~/c:*

Céch xtr trf: Qua lidu do ham lugng nhom trong san phém ROSHAITO, rira da day dugc chi dinh sau khi
udng qué liu ROSHAITO.

PAC TINH DUQC LUC HOC:

Nhém duoc ly: Diéu tri loét da day, ta trang.

Ma ATC: A02B X02

Co ché téc dung:

Sucrafate ¢ co ché tac dung cuc bo sau déy 1én da day, ta trang.

Niém mac té trang gia dinh:

Sucrafate tao thanh phirc hop véi protein & md tai vi tri viing loét hogic ton thuong va vé6i chét nhay da
day. Chiing c6 kha ning chdng thity phan peptit va kém tham céc ion hydro.

Ngoai ra, Sucralfate kich thich bio vé niém mac da day, ta trang (t4i tao t& bao, san xudt chat nhay, bai
tiét hydro/bicarbonate, luu lwgng méu & niém mac) va do do6 tang sic d& khang cta niém mac doi véi
céc tac nhén noi sinh (acid hydrochloric, pepsin, acid mét, lysolecithin) va yéu t& ngoai sinh ngoai sinh
(rugu, thude chéng viém khong steroid va axit acetylsalicylic). Sucralfate ciing c6 tac dung hip thy

pepsin va acid mét.

PAC TINH DUQC PONG HOQC:

Sucrafate hiu nhu khong dugc hép thu. Sau khi uéng Sucrafate ¢6 danh ddu *C, 0,2 — 2,2% thubc duge
hép thu qua dudng rudt & ngudi.

Phén dudng cua Sucrafate — sucrose octasulfate — khéng phén hity thanh sucrose méa nhanh chéng dugc
dao thii qua than dudi dang khong dbi,

~ yrA 3 s A A o
Dir li€u an toan tién 1am sang:
Cac nghién clru tién 1am sang da chi ra Sucrafate khong cé kha nang gdy ddc toan than dang ke, ngoai
trlr trudng hop suy than.
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Sucrafate phan 16n 13 chdt khong doc nén khong thé xac dinh duge gia tri LD50 sau khi diing duong
ubng hoiic dudng tiém.

Trong cac nghién ctru v& ddc tinh ban cip va mén tinh & mot sé loai dong vat, khéng c6 thay dbi dang ké
nao duge tim thay.

Khéng c6 thay ddi ndo duge phat hién trong céc nghién ctru vé doc tinh sinh san — kidm tra kha niing
sinh san, xét nghiém gdy quai thai va xét nghiém chu sinh va sau sinh.

QUI CACH DONG GOI: Hop 30 gbix 2,0 g.

BAO QUAN: Nhiét db khong qua 30°C.

HAN DUNG: 36 thang ké tir ngdy san xuét.

TIEU CHUAN: TCCS

NHA SAN XUAT: CONG TY TNHH DUGC PHAM BV PHARMA.

Dja chi: S5 18 dudng Lé Thi Soc, Ap 2A, Xa Tan Thanh Tay, Huyén Cua Chi, Thanh phé Hbd Chi Minh,
Viét Nam.






